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ISB’S Front-end PRIA Completéness Screen

Draft 3; 10/25/07

EPA Receipt Date: MAR — 2 2010 EPA Reg. Number: Xér30-1=

Check List lem

Has the PRIA Fee been Paid; is a copy of the check or
Pay.gov receipt included in the Submission Package?

Is an Application Form (EPA Form 8570-1) Included in the
Submission Package, is it completely filled out and signed
imctuding package type?

Is a Confidential Statement of Formula (EPA Form 8570-
29} Inctuded 1n the Submission Package, is it completely
filled out and signed (boxes 1-21)7

Is a Formulator’s Exemption Statement (EPA Form 8570-
27) Included in the Submission Package?

[s o Certification with Respect to Citation of Data (EPA
Form 8570-34) Included in the Submission Package?

Is & Data Matrix (EPA Form 8570-35) Included in the
Submission Package?

Is a Label Included in the Submission Package?

Arc Data Included in the Submission Package?

Is the Submission an Amendment?
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Dear BA,

Eabeling Considerations from
EPA Meeting of 23 September 2010
LoradoChem Products

Thanks to you and Mr. Gebkin for a very productive meeting on September 23™. Many points
were made clear and others remained open. As we discussed, T have assembled the following list

for which we seck your further guidance.

1. Use of the trademark “Vetrnst” for the product
Question: EPA indicated that this trademark be reviewed by an internal board to
determine its suitability.

4a.

h.

LoradoChem respectfully submits that the fanciful and distinctive VETRUST
brand name is neither faise nor misleading when used in connection with
Loradochem’s Fipronil, S-methoprene products. Specifically addressing the
EPA’s guidelines for brand name selection, VETRUST does not convey any false
or misleading claims about the product’s efficacy. Further, VETRUST docs not
state or imply any ¢laims regarding the product’s safety or superiority to other
products. Neither does the VETRUST name make any false or misleading
claims about the product’s ingredients. Simply put, the VETRUST brand name
docs not convey any impressions or ideas about the product that would conluse
or mislead the pet-owning public.

Loradachem purposefully chose the VETRUST brand name because it does not
communicate any specific claims about the Fipronil, S-methoprenc preducts. Tn
fact, the name VETRUST is an arbitrary and fanciful term that conveys only
abstract messages. The prefix VET was sclected to identify the category to
consumocrs that the product is used for veterinary animal care, and the term
TRUST is used to elicit a gencral feeling of confidence. Neither of these terms,
whether they are considered separately or together, communicate speeific
material ideas about the product.

Loradochem notes that the EPA has approved brand names that are much more
suggestive of specific product attributes than the proposed VETRUST brand
name. For instance, the EPA has approved the ADVANTAGE brand name,
which communicates ideas about the product’s superiority within the flea and
tick pesticide industry. Additionally, Hartz has been permitted to market its flea
and tick pesticide under the name HARTZ ULTRAGUARD, which projects
idcas about the product’s efficacy and superiority. Moreover, the EPA allows
Sentry to market its flea and tick pesticide for cats under the PURRSCRIPTIONS
brand riame, which may convey to potential consumers that Sentry’s product is
available by prescription only or that 1t is prescription-strength. Velcera’s
comparatively vague and subtle VETRUST brand name should be granted
approval as well.

Finally, the Patent and Trademark Office (“PTO) reviewed the trademark
application for the VETRUST mark (U.S. Scrial No. 77/499,324} and did not
find the mark to be descriptive or deceptively misdescriptive of Loradochem
Fipronil, S-methoprene products. While we acknowledge that the PTO’s
findings are not binding on or dispositive of the EPA’s analysis of brand names,
it 1s significant that another regulating entity — indeed, one well-suited 1o
asscssing the issue of whether a term deseribes product attributes -- did not raise
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any descriptiveness objections to the VETRUST trademark application.
Mereover, in the event that the VETRUST brand name unexpectedly creates any
misimpressions among consumers (which we are confident will not be the case),
the Federal Trade Commission and Loradochem’s competitors would
undoubtedly not hesitate to take action to prevent such confusion,

e. Loradochem respectfully requests that the EPA approve its VETRUST brand
name because it does not convey any false or misleading messages about
Loradochem’s Fipronil, S-methoprene products and is, therefore, in compliance
with sections 12(a)(1 XE} and 2(q)(1)(A) of the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA), and 40 C.F.R. Sections 156.10(b)(2) and
156.10(a)5).

- 2. Claims made about the active ingredient.
Question; On the proposed cartons, we have a round, visible circle on the front panel
which inside has the phrase, “Compare to Frontline (or Frontline Plus) same active
ingredient(s).” On the back panel, we have a chart which again compares the products
based on the described formulations, listing fipronil, s-methoprene (if applicable} and
“Inert ingredients,” the columns of which are based on our formulation and the
ingredients statement from the front panel of the pioneer product. Concern was
expressed that comparative statements may be unacceptable.
a. We based our decision to follow this path based on the EPA Label Review
Manual, Chapter 12: Labeling Claims, and specifically Section V. In Section V.,
EPA states that a registrant may make claims about the active ingredient and note
that it is the same active ingredient as the one used in another particular brand, if
certain conditions are met, and we believe we have met those conditions.

i. First, the statement can be anywhere on the label, but EPA prefers it to
be in “close proximity” to the Ingredient Statement. Both appear on the
front panel and in the lower third of the panel.

ii. The statement is not in an overly large font, as noted. It does not
excessgively stand out, and we do not feel that it causes greater attention
than other Precautionary labeling text.

ii1. We have followed the guidance concerning single active ingredient and
multiple active ingredient products. The fipronil only products ask the
consumer to compare to Frontline, while the fipronil and s-methoprene
products ask the consumer to compare to Frontline Plus. In addition, as
defined in the Label Review Manual, there is an, “Appropriate
disclaimer(s) stating that the generic product is not manufactured or
distributed by the maker or marketer of the brand-name product as well
as the trademark of the brand may be cross reference(d) by use of a
footnote.” The disclaimer appears on the front panel to the left of the
statement and below the ingredients statement. Attachment I shows the
proposed use on the Vetrust carton and a similar treatment from the OTC
human drug market, confirming that this practice 15 seen and understood
by consumers.

iv. The table on the back panel is nothing more than a statement of fact, and
certainly not false or misleading in any way. Again, it is giving the
consurmner information useful in comparing the generic and the pioneer
products, showing the similarities in the ingredient statements of the
respective products.
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b. For these reasons, we believe the statements made about the active ingredient(s)

are consistent with the EPA Label Review Manual and should be found
acceptable.

LA } 3. Supporting information concerning the use of “Waterproof”

Question: EPA questioned whether product specific data should be required for the
LoradoChem formulations which contain fipronil.

a.

LoradoChem specifically developed the formulations submitted to EPA with two
objectives. First, the formulations needed to be outside the existing patents of the
pioneer concerning formulated products. Second, while not violating the patents,
the LoradoChem formulations were still to meet the criteria of EPA to be
“substantially similar.” As shown by the confidential statements of formula for
the four submitted products, the differences between the pioneer products and the
LoradoChem products are minimal. The information LoradoChem used in
making this determination was a deformulation effort as well as review of the
publically available 1nformat10n on the pioneer products that are approved there.
Attach <

w/w). In analysis of the products, LoradoChem believes there is no reason to
think that the small changes in the formulations would have any impact on the
pioneer and the LoradoChem products concerning the ability to wash off in field
use.

These conclusions are supported by data from the pioneer. The pioneer has
published a radiolabeled study using **C fipronil in a spot-on formulation, and
demonstrating where the molecule persists on the dog and cat. The pioneer
concludes that fipronil is present in the pilosebaceous units along the hair and
that the persistence is due to the migration of fipronil by passive diffusion in the
sebum covering the hairs and skin. Blood levels do not play a role, so there is no -
systemic activity involved. It is this reservoir effect that allows the fipronil to
persist on the dog or cat for the extended time. This characteristic is related to
the active ingredient and not the formulation. The pioneer attributes the lasting
effects to the active ingredient, not the product formulations. (A copy of this
material from the pioneer is included in Attachment III). It is this reservoir effect
of fipronil active ingredient that prevents the fipronil from washing off the
animal. .

Other authorities have recognized this characteristic of the fipronil, and not the
formulation. In the veterinary text book, Small Animal Dermatology, by Muller
& Kirk, the authors conclude concerning fipronil that, “Because the sebaceous
glands replenish the drug lost at the skin’s surface, water immersion or bathing is
reported to have minimal impact on efficacy for at least 30 days.”

A physical-chemical characteristic of fipronil also plays arole. It is quite clear
from the chemistry of the molecule that fipronil has very low water solubility.

As such, the volume of water needed to dissolve any amount of fipronil is quite
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high on a comparative basis. This low water solubility makes the active
ingredient, fipronil, less fikely to be washed off the animal afier water immersion
or shampooing.

For the above reasons, we believe that the labeling should carry the point
“waterproof”, as the formulations are substantially similar and the data to support
this is included in the pioneer’s application, and data compensation has been
offered to the pioneer.

4, Use of the phrase, “#1 Veterinarian Recommended Active Ingredient(s)”
Question: EPA expressed concern about the use of this phrase on the front panel of the

box.
a.
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We based our decision to use this phrase relying on the EPA Label Review
Manual, Chapter 12: Labeling Claims, and specifically Section VIII. Section
VIII discusses any “unusual claims” concerning the efficacy of a product. As for
any ciaim, EPA holds that a product will be misbranded under FIFRA if a
statement is false or misleading. Such is not the case with this statement, Market
data from the veterinary field clearly show that Frontline and Frontline Plus are
today and have been for many years (since 2001) the largest selling products of
ail animal health products sold for dogs and cats. Ag such, fipronil and s-
methoprene are the most widely recommended active ingredients recommended
and sold by veterinarians in the United States and the world. As such, while the
statement may or may not be a “claim” concerning the efficacy of the product, it
is neither false nor misleading in the sense that it is a true statement and
verifiable by publically available sales data.

This is an accurate claim supported by market research and Merial’s own
website. Fipronil has been the #1 Veterinarian recommended active ingredient on
a dose basis since 2001, according to Market Dynamics Inc, the leading market
research firm throughout the applicable period providing market share statistics
for all veterinary products sold through animal health distribution channels

Vet Channel Flea & Tick Market Share1997-2008, Doses
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Today, fipronil is approximately 539 of the doses in the Veterinarian channel at
least two times its nearest competitor. On a dollar basis, it is close to three times
with retail sales in the US exceeding $1.2B.

For these reasons, we believe the statement as presented should be suitable for
use on the front panel of the carton.

5. Use of “Other” vs. “Inerts” in the Ingredient Statement
Question: EPA indicated that the current preference is to use “Other” to designate the
proportion of the finished products that are non-active components instead of the
previously used term, “Inerts.” The pioneer is using “Inerts” in their labeling.

a.

LoradoChem will be offering a “me too” or generic version of the pioneer
products, Frontline and Frontline Plus. When moving into the market as a
generic version of an established product, it {s important to show the pet-owning
public that the products are essentially the same without confusion, For that
reason, LoradoChem prefers to have an ingredient statement using the same term
as the pioneer, who has been and is still using the term, “Inert” in their labeling.
This was found to be the case based on the March 2010 label approved by EPA
for Merial. On that label, the pioneer uses “Inert Ingredients™ in their statement.
‘When researching this issue using the Label Review Manual, Chapter 5:
Ingredient Statement, it was learned in Section II that the EPA position is as
follows. “PR Notice 97-6 recommends “OTHER INGREDIENT” instead of
“INERT INGREDIENT™, but either may be used.” In order to maintain
consistency with the pioneer ingredient statement, LoradoChem plan to use
“INERT” as a descriptive term, switching to “OTHER” when the pioneer
changes their labeling.

Directions to Instruct the Consumer for Opening the Packaging

Question: Directions for this section of the labeling have been previously discussed with
EPA to insure compatibility with the CRP aspects of the package from a Senior Test
Panel standpoint. At the early stage of review, EPA and LoradoChem agreed to make the
first instruction read, “Open the child resistant package according to the directions on the
back of the child resistant package.”

a.

After seeing the agreed upon direction in type set on a prototype carton, it seems
to LoradoChem that the wording will be confusing to the pet-owning public, and
we would like to explore alternative approaches that would be more clear.
First, LoradoChem proposes to put a line of text that states, “How to Apply”
above this area of the carton and the package insert.
Second, LoradoChem proposes to add a drawing to the two drawings currently
appearing above the written text. This drawing would depict cutting the single
blister package, similar to the graphic on the blister package drawing. A copy of
the proposed graphics are included here in Attachment I'V and on the carton
sample provided to EPA at the meeting.
Third, LoradoChem proposes to use the language from the blister package as the
first numbered point. So it would now read:
i. 1. TO OPEN PACKAGE: Cut across the top as shown. Peel down foil
completely before removing pipette.
. 2. Snap the tip of the applicator away from you as shown.
tii. 3. Part the dog’s (or cat’s) hair and place the tip of the applicator to the
skin level behind the neck and between the shoulders. Ensure that the
entire application of Vetrust for dogs (or cats) is contained in a single
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spot on the dog’s (or ¢at’s) skin. Be sure to squeeze the applicator
thoroughly so that the entire contents are applied.
Fourth, as requested, LoradoChem proposes to change the Storage statement to
read, “Store unused applicators in the original unopened child-resistant container
and outer box only, out of reach of children and animals.”

7. Use of “Applicators” vs. “Applicator Pipettes” on the labeling
Question: EPA requested LoradoChem describe the replacement of “Applicator Pipette”
with “Applicator” on the labeling components.

a.

LoradoChem has assessed the use of the term “Applicator Pipette” in the product
labeling. As demonstrated in the meeting, the sample carton is very crowded
when printed in its entirety. As a means to make the text less crowded and more
clear to the pet-owning public, LoradoChem is seeking ways to remove
unessential words from the text. With less text, the essential material is easier to
read and should be more clear. One way to improve this situation would be to
remove the redundant word, “pipette” when it follows “applicator.” We believe
that “Applicator” is a more understandable term for the consumer, as pipette is
more scientific in nature. The word “pipette” precedes “applicator” XX times in
the labeling, adding no informational value and potentially causing confusion ot
clutter.

LoradoChem does understand that the exact words used in the Senior Panel
Testing are important. In that testing, the phrasing on the blister package (the
Child Resistant Element of the packaging) stated, “TO OPEN PACKAGE: Cut
across the top as shown, Peel down foil completely before removing pipette,”
and that if this phrase were to be placed on the carton or the package insert, this
exact wording should be used. However, we believe in the interests of Consumer
understanding, that in other instances, “applicator” is more understandable.
LoradoChem could also combine both approaches. For example, on the front
cover of the carton in the upper right corner, the drawing could show the number
of applicators in the box of the appropriate color and then call them “Applicator
Pipettes” to keep that terminology on the front. On the back panel of the carton,
which has the most text, we would propose to use “Applicator.”

Any changes made to the carton would be followed through on the package insert
as well.

8. Use of the phrase “For animal use only” on the hottom flap of the carton
Question: EPA stated that they would prefer that the phrase, “For animal use only” be

more specific.

a.

LoradoChem will use the phrase, “For dog use only” and the phrase, “For cat use
only™ on the products designated for those animals.

9. Inclusicn of a website on the Labeling
Question: EPA indicated to LoradoChem that if a website were to be noted in the
labeling, EPA would need to specifically review the website content to insure

compliance.

a.

LoradoChem understands the position of EPA. LoradoChem understands that
website content should be in compliance with EPA standards for product
promotion and advertiging. If a website is included in the final labeling proposed
for use with the products, LoradoChem understand the level of scrutiny that will
be employed.



10 The Qualifying Verbiage for the Trademark is Wordy and Cumbersome
Question: LoradoChem found that using the active ingredient and the two active
ingredients with the trademark was curnbersome and wordy as the use relates to the text
on the back panel of the carton and for much of the package insert.

a. LoradoChem proposes to keep the active ingredients descriptor at the top of the
trademark on the front panel, and, of course, in the ingredient section on the front
panel.

b. fLoradoChem proposes to use the active ingredients at the top of the back pancl as
weil.

c. Forthe rest of the packaging, LoradoChem plans to use the trademark followed
by the phrase, “for Dogs” or “for Cats” to name the product. So the product
names would be “Vetrust for Dogs,” “Vetrust for Cats,” “Vetrust Plus for Dogs,”
and “Vetrust Plus for Cats™ in the text of the back panel and on the package insert
as appropriate. '

d. Such economy of wording will help make the back panel more legible for the
pet-owning public.

. 11.There is an Inconsistency with the Cat Mono Product Labeling Presentation
Questlon The product for cats which has a single active ingredient of fipronil, has a
sh ghtly different graphic dppI‘DaCh on the front panel of the pioneer product.
a. LoradoChem proposes to change the graphic representation on the Vetrust for
Cats front panel with builet points as are the other three products, There will be
no change to the wording, the points will just be represented as bullet items as on
the other products.

/12. There Needs to be a Suitable Qualifier for the Designation of the Distributor
Question: EPA asked for clarification on how the responsible party would be identified
on the labeling.

a. LoradoChem will hold the product licenses for the products. FidoPharm, the
parent company for LoradoChem, will be the sole distributor for the products
under the Vetrust trademark.

b. The qualifying statement will read, “Available Exclusively from FidoPharm,
Ine.” and show the FidoPharm address.

c. The EPA establishment Number included will be that for the production facility
at Cipla in India, and is 87688-IND-01 which is the Cipla company number,
followed by the country code for India, IND, followed by the facility number,

d. The EPA registration number will be shown as 86230-1-85495, which will be the
LoradoChem company numbet, followed by the appropriate product number,
then followed by the FidoPharm company number, indicating they are a
distributor for LoradoChem.

| Addition of the Mosquito Claim on Product Labeling

|Ii

\

While not discussed during the meeting; LoradoChem would like to add the mosquito claim of
the pioneer to final product labeling. LoradoChem has reviewed the labeling recently approved
by EPA in March, 2010 for the Frontline and Frontline Plus products. We note that a claim is
present that states, “Kills mosquitoes.” Since this claim was approved by EPA, regardless of its
use by the pioneer, LoradoChem proposes to add this claim on our product labeling. Warding
would be similar if not identical to the pioneer in their carton and package insert.
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LoradoChem greatly appreciates the opportunity afforded us at the meting with EPA on
September 23, 2010, and the opportunity to get clarity on the above points prior to the final
labeling review at EPA prior to product approval. As the questions are sorted, LoradoChem is
happy to submit revised label texts and to supply more final printed labeling mock ups if that
would assist in the review so that we can have completed labels at the time of approval. As
explained in the meeting, any advance information we can receive so that final printed iabels can
be made more quickly will mean a great deal to LoradoChem in getting to the marketplace,
commercializing these products, and to provide new, more affordable choices to the pet-owning

public .

Thank you again for the opportunity to discuss these labeling issues at this stage of the product
reviews. We look forward to your comments and input.

Best Regards,

Dave
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Attachment IT

Pioneer Formulations

LoradoChem Formulations

Components Mono Product Combo Cat Combo Dog
(% w/w) (% wiw) (% w/w)
Fipronil 9.7 9.8 9.8
—\ethoprepe 00 X

.Contains Confidential Business Information

Components Mono Product Combo Cat Combo Dog

(% wiw) (%o wiw) (% w/w)
Fipronil 9.7 9.8 9.8
S-Methoprene 0.0
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Cutenegys distribution of YC-fpront! i the dog nd fn the oot following o spof-on administrotion 71

14,0916 and 34 <5 af day 28, and 0.9 <05 and 25<4.8 at day 56 in groups 1 #nd 2 respectively, The
leslone scotes were significantly lower in the fipronil group at day 28 and day 56 (Mann—Whitney test,
ased due to nan-homogenecus variance between the groups at these fwo dates).

Conclusions

‘This corvrolled field trial demonstrated fhe effect of monthly antip 3 tt of all animas in
the househeld on the control of FATY in the dog, Compared bo the referenre product, the 0.25% fiprond)
epray solubicon gave significantly better conbrol of the flea burden. Reduction in proritns and
dermatological leslons was also slgnificantly betber and showed less varjations within the group than
oheerved within the mefarence product,

9.55

Cutaneous distribution of *C-fipronil in
the dog and in the cat following a spot-on
administration

P Birckel? P Cocket.? B Benard® and A Weil*

*Ehane Miriecp, 4, Chemin du Calquet, 31057 Toulouse, France

“Blotee, Orlfans, Prance
“Beple Nationale Vébizinaire, Tovl I3 __

Introducticn

Fipronil is 2 new ectaparasticide applied topically as a spray or a spot-an formulation to conira] fleas
and ficks on doge and caz. To investigate the focalization. of Hpronil m the skin, “C-fiprondl was
topically applied as a spot-on to the dog and the i By means of anbohistoradiography, the
radivackivity was qualitatively detected in the different stroctiwes of the skin a2t fervals after
application.

Materials and methads

The shrdy was conducted ona Beagle dog and a Buropean cat. The drug treatment consisted af 2 spot-
oo applicxtion of *C-fiprond] to the skin at the hase of theneck without shaving the area befare dosing.
The inistered radicactvity was S00pC to 1mCE per animal, Skin Bopsies (Smm?) wers removed
at intervals (between day ¢ and day 56) from the application site and fooo e peripheral site far from
e application sike (umbar region), Blopsies were ir {{ately frozen and histalogical slices (48 pim
fl\idcfwem vbtafned from each smple. dipping the slicss in a nuelear emulsion, the distribution
of the radicactivity withtn the skin was & ined by autehistoradiography The expr Hme varied
from 1.5 to 3 months, depending on the skin sampling day.

-Contains Confidential Business Information
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572 Free communications abstracts
Resuolts

independenily of the sampling time and the sampling awea, the distibution of the mdisactive
eompound was elmost Identical for both spedes. The divactvity was widely distrdbuled in the
siratien eorneusm, the viakle spidennds end in the pilosebaceous unity, In the [atter, WC-Fpronil was
prefecentially Incalized in the sebacecus glands and in the epithelin! Jayers surrounding the hairs,
Redionchivity was also detected along the sxposed part of the hair sheft up to 2 months after ireatment,
in b&? the eren of application and the lumbar rgion. Radiozactivity was nof recorded in the dermis or
in the adip tissuea (hypodermis)

Conclusions

This study demonstrated thet after a spot-on application of *C-flpronl to the dog and the wmf,
radicactivity was partiedacdly present in the supenivizl skin Jayers, in the plosebaceous units and
along the hairs. The significant amount of *C-fiproni] recovered 2 months post-treatment i the upper
cutansous structures and along the hairs could be expiained by Lhe Ietion of radicacti

material within the ssbaceous glands and by the slosw reloase of the 23t compound via follicular ducts.
Radicactivity recoversd at the humbar zone obviously demonstrated the mechanical translocation of
the radiclabelled compound from the frested area, This phenomenan may be dus o the migration of
fipremil by passive -ggum ion in the sebim coverng hairs and skin, In eddition, ne signifcant
redicactivity was ohserved in the whole deanis, pointing out the mle of diffusion barrler played by the

- basa) cells of the gpidermis. The Iong persistence of radioactivity within the cutaneons shuchres and
on heirs was in good accordance with the duration of activity of Bprondl after & tpieal application in -

the dog and in the cat

9.56
Therapy and prevention of flea allergy, ..
dermatitis with a permethrin spot-on
formulation in 24 dogs

DuN. Carlotti? E. Gungutre,® E. Bensignor $.Terier and D. Legeatf

“Dermatoltgy Keform? Pravtice, Sainte Bulafje, France
B linsque Yikrinalre Saint Bamard, Lomme, France
Mallinckoodt Vaterinary. Meatee, Franoe

Intreductien

It hag bean ehown that the repulet use of permethin alons with resldual properties appears effective
in specific therapy of dea allergy dermatitis (PAD) in dogs (Crrlotd #f gl 1994). The aim of the study
was b agsasa the effieacy of a spet-on permethin formulntion (Pulvex® Spot) in dogs with FAT.
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Attachment IV
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YERUST™ Plus Far Dags o fust cnd 35 en eflactive, [awing,
wotergran,. &0 posy-Tu-dse trenimenl Fo: tgalre! of fleas, ik, a-d
hewing lize on dogs and pupples weighing &9-132 Ibs.

DPROMIL & S ETHOPRENE
FOR BLHGT

- 0l Sedesal L fe use g pracucl i o mazner-nzensislent
hirs :beimg. O gl alow chiliran e epaly 1955 preduss, BEAD ENFIRE
L-'ai[[ ANJ EMCLESED DIRECTIONS REFORE FACH L'SE, CAREFLILLY FLL, D
ALL PRECALITIONARY STATEMEITS AXO ARFL'CAELE L'SE DURECT QWS FOR
USE CH D263 DHLY. GO HOT USE O RABBITS DR DFEER AN YAl
o tealznl cse epplaation ce'y Apely VEIRL3I™ Pas Foi Sogs 15 s ond pupves
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ST S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

:? ’% WASHINGTON, D.C. 20460
LN F
o -
December 13, 2010
TAIN WEATHERSTON

TECHNOLOGY SCIENCES GROUP, INC.
LORADOCHEM, INC.

CIRCA CENTRE, 12TH FLOOR

4061 NORTH 156TH DRIVE
GOODYEAR, AZ 85338-

PRODUCT NAME: LC-2010-2 FIPRONIL FOR DOGS
COMPANY NAME: LORADOCHEM, INC.

OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 86230-E

EPA RECEIPT DATE: 12/08/10

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

QFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

The Office of Pesticide Programs has received your application for an amendment and it

has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to

determine its acceptability for fast track status.

If you have any questions, please contact Registration Division, Risk Management Team

10, at {703) 305-6701.

Sincerely,

Front End Processing Statf
Information Services Branch

Information Technology & Resources Management Division
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SO ST UNITED STATES ENVIRONMENTATL PROTECTION AGENCY

£ % WASHINGTON, D.C, 20460
%% 6‘6: Office of Chemical Safety and
4 prove Pollution Prevention
CHILD RESISTANT PACKAGING REVIEW
January 4, 2011
MEMORANDUM
Subject: Name of Pesticide Product: L.C-2010-2 Fipronil for Dogs
Product Type: Insecticide (flea product)
EPA File Symboi: 86230-E
DP Barcode: 383925
Decision No.: 429489
MRIDs: 482789-01 to 05
Action Code: R310
PC Code: 129121  Fipronil

From: Breann Hanson, Biologist/; £ Fay v
Technical Review Branch (TRB

Registration Division (RD; 75051)

- /’? E i > 2 ;fﬁ:f_}fz‘{'/fi

Through: Rosalind Gross, Ph.D, Jfgj/&wf’fﬁff‘j v

TRB

RD; 7505P
To: Bonaventure Akinlosotu, RM Team 10

Insecticide Branch

Registration Division (7505P)
Applicant: LoradoChem Inc.
FORMULATION FROM LABEL:
Active Ingredient: % by wt
129121 Fipronil 9.7

SUMMARY:

All child and senior CRP data requirements have been fulfilled for all four proposed pipette sizes for EPA
Reg. No. 86230-E.

Additionally, the following recommendations were suggested in the previous TRB review: a) the label
(submitted 4/21/2010) for EPA Reg. No. 86230-E needs to be corrected in the storage section of the label
statement to read ““Store unused application pipettes in the original unopened child-resistant container
and....”, b) the final label must show pipette sizes labeled in fl. 0z., and c) the number of mi on the label
should be based on [29.6ml per fl. oz, x number of fl. 0z. on the pipettes].
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PC Code: 129121
EPA File Symbol: 86230-E

ACTION REQUESTED:
The Risk Manager requests: “For your review: Resubmitted CRP data, MRID #s 482789-01 to 05.”
BACKGROUND:

LoradoChem Inc. (herein the “registrant™) has applied for registration of LC-2010-2 Fipronil for Dogs,
EPA File Symbol: 86230-E. The proposed product is for control of fleas, ticks and chewing lice on dogs
only, The package consists of a purple pipette and comes in 4 sizes containing either 0.023 fl. 0z (0.68
mL}, 0.045 1. oz. (1.33 mL), 0.091 fl. oz. (2.69 ml.} or 0.136 fl. oz, (4.03 mL) of the product inside a
blister.

In the previous TRB memorandum for EPA Reg. No. 86230-E (R. Gross, DP Barcodes: 376304, 376314,
/26/2010), the EPA reviewer determined that all submitted Senior Adult Use Effectiveness (SUAE)
studies were inconclusive as submitted. In response, the registrant has resubmitted SUAE data for the
three previously reviewed pipette sizes (0.045 fl. oz. (1.33 mL), 0.091 . 0z. (2.69 mL) and 6.136 {1, oz.
(4.03 mL)) for 86230-E. The Child Panel CRP Studies for those three previously submitted pipette sizes
were all deemed acceptable in that review. For previous study summaries, please see directly below.

In addition, the EPA reviewer noted that data was not provided on the proposed (.023 fl. oz sized pipette
{0.68 mL). As requested, the data have been submitted in & Child Study (MRID 48278905; Study No.
GLM 10177C) and 2 SAUE study (MRID 48278904, Study No. GLM1(4177S5} and are reviewed herein.

0.045 fl. pz. Pipette: In the previous TRB memorandum, the EPA reviewer could not complete their
assessment of the 0.045 fl. oz sized pipette due to 75 pages of raw data sheets not being included in the
original SAUE study (MRID 48013003; Study No. GLM 10053). In response, the registrant has
resubmitted the SAUE CRP data (MRID> 48278902; Study No. GLM 100538) which are reviewed herein.
The Child Panel CRP Study (MRID 48013005) was deemed acceptable.

0.091 fl. oz, Pipette: In the previous TRB memorandum, the EPA. reviewer determined that the SUAE
study (MRID 48013004) for the 0.091 fl. oz. sized pipette (2.69 mL) was inconclusive as submitied. In
response, the registrant has resubmitted the SUAE CRP data (MRID 48278903; Study No. GLM 100578)
which are reviewed herein, The Child Panel CRP Study (MRID 48013006) was deemed acceptable

0.136 fl. oz. Pipette: In the previcus TRB memorandum, the EPA reviewer determined that the SUAE
study (MRID 48013002) for the 0.136 fl. oz. sized pipette (4.03 mL) was inconclusive as submitted. In
response, the registrant has resubmitted the SUAE CRP data (MRID 48278901; Study No. GLM 100588}
which are reviewed herein. The Child Panel CRP Study (MRID 48013007) was deemed acceptable.

PACKAGING:

The package consists of a pipette containing the product inside a blister. There are 3 blisters connected to
each other per card. The blister, which is the child-resistant package, is opened by the directions on the
back of the blister. These directions indicate: to cut across the top of the blister along a dotted line with a
scissors icon; peel down the foil on the back of the blister completely; and then remove the pipette. See
diagram, below.

Page 2 of 6
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PC Code: 129121
EPA File Symbol: 86230-E

' -
P
1

I Q&*__-..“ ke e - 1

TO OPEN PACKAGE:
Cut atyoss the lop
as shown,

Pecd down foil
eompletely before
\ removing pipette, J

i 3 S PR e R S ey

The pipettes are purple for the Fipronil only product, EPA Reg. No. 86230-E. The canine-product
pipettes come in 4 different sizes (0.023, 0.045, 0.91, and 0.136 f1. oz.).

TOXICITY:

The toxicity of the product is based on the toxicity of Fipronil. The toxic or harmful amourt of Fipronil
for an 11.4 kg child is 2.5 mg/kg x 11.4 kg = 28.5 mg. Access to a toxic or harmful amt =28 5mg =28.5
mg divided by [1028 mg/mL x ¢.097 Fipronil] = (.286 mL = 0,29 mL for Fipronil only product, EPA
Reg. No. 86230-E. Access to one pipette represents a failure for a child for all sizes greater than 0.29 mL
for EPA Reg. No. 86230-E.

EPA Reg. No | FlL Oz mbL* Product | % Fiprenil | mg Fipronil : # unit = fox !
_ Density i /harmfiul
(mg/mL) amt

86230-E dog 0.023 0.68 1028 9.7 67.81 i

Fipronil

86230-E dog 0.045 1.33 1028 9.7 132.62 1

Fipronil

86230-E dog 0.051 2.6% 1028 o7 268.24 i

Fipronil

86230-E dog 0.136 4.03 1028 9.7 401.86 1

Fipronil :

*29.6 mL =111, oz
FAILURE:

For the purposes of CRP testing, a child failure is access to one blister for alf sizes greater than .29 mL
for EPA Reg. No. 86230-E.

Page 3 of 6
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PC Code: 129121
EPA File Symbol: 86230-E

A unit failure for the child test was defined as access to the pipette or any partial or complete access to
the placebo (water) for EPA Reg. No. 86230-E.

An SAUE failure is the inability to access the pipette in the prescribed test time of 5 minutes for the first
package or | minute for the second package, breaking or cutting the pipette that has the potential to
release the contents (such as cutting into the hollow/liquid-containing part of the pipette stem) in the
prescribed test time of 5 minutes for the first package or 1 minute for the second package, or accessing
any amount of placebo (water) while opening the blister in the prescribed test time of 5 minutes for the
first package or 1 minute for the second package,

COMMENTS and RECOMMENDATIONS:

0.023 1. oz. Pipette

As noted in the previous TRB review, the registrant did not submit any test data for the 0.023 fl. oz caning
single ai fipronil product and instead requested to bridge data from the 0.017 fl. oz. feline single ai
fipronil product, EPA Reg. No. 86230-R. The TRB reviewer concluded that the data could'not be bridged
due to the different amounts of product contained within the packages; EPA Reg No. 86230-R contains
0.017 1. oz, while EPA Reg. No, 86230-E contains 0.023 fl. 0z, The TRB revicwer requested that both a
Child Study and SAUE study be submitted. The data were submitted in a Child Study (MRID 48278905;
Study No. GLM 10177C) and a SAUE study (MRID 48278904, Study No. GLM101778) and are
reviewed below.

Child Panel CRP Study (MRID 48278905: GLM 10177C): The study involved giving each child 1 card
with 3 blisters each containing a pipette with 0.023 fl. oz. of water at the start of the test.

Data Analysis: There was 1 female age calculation error. This reviewer has examined the age data
provided within the report; the reported age was 42 months while the actual age is 43 months, therefore
this age error does not affect the age allocations required by the regulations. The test individual is,
regardless of the error, included in the required 42-44 months test group, totaling 30% of tested
indjviduals.

Child ages, gender distributions, age allocations, as well as test site and tester requirements all adhered to
the child testing regulations set forth in 16 CFR 1700.20. There was 1 child failure: a 48 month old
female that exposed one pipette within the full 10 minutes of testing, after the demonstration. The study
(MRID 48278905) is considered as “passing” the child test according to the sequential test chart in 16
CFR 1700.20.

SAUE Study (MRID 48278904, Study No: GLM 101778): The study involved handing the test subjects 1
card with 3 individual blisters each containing a pipette filled with 0.023 fl. oz. of water. The test

. subjects were to open one blister during a 5 minute test period and another blister during a one minute test
period. Scissors were made available during testing because the test directions given to the'seniors called
for their use.

Data Analysis: Senior ages, gender distributions, age allocations, as well as test site and tester
requirements all adhered to the senior testing regulations set forth in 16 CFR 1700.20. There were 4
senior failures: a) a 57 year old male failed to properly open package “B™ and snapped the neck of the
pipette; b) a 69 year old male also failed to properly open package “B” and snapped the neck of the
pipette; ¢) a 58 year old female failed to oper package “B” in the required 60 seconds; and d) ancther 64
year old female failed to open package “B” in the required 60 seconds. This corresponds to a $6%
success rate, The study (MRID 48278904} is considered as “passing” the senior test according to 16 CFR
1700.20.

Page 4 of 6
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PC Code: 129121
EPA File Symbol: 86230-E

Conclusion: Both child and senior SAUE CRP testing data requirements have been fulfilled for the
0.023 1. oz. sized pipette for EPA Reg. No. 86230-E.

0.045 fl. oz. Pipette

As noted in the previous TRB review, the reviewer could not complete their assessment of the 0.045 11, oz
canine single ai fipronil product study due to 75 pages of raw data sheets not being included in the
original report (MRID 48013063; Study No. GLM 10053), The data were resubmitted in a new study
{MRID 48278902; Study No. GLM 100538) and are reviewed below. The Child Panel CRP Study
(MRID 48013005) was deemed acceptable

SAUE Study (MRID 48278902; Study No: GLM 100538} The study involved handing the test subjects 1
card with 3 individual blisters each containing a pipette filled with 0.045 fl. oz. of water. The test

subjects were to open one blister during a 5 minute test period and another blister during a one minute {est
period. Scissors were made available during testing because the test directions given to theseniors called
for their use.

Data Analysis: There was 1 female age caloulation error; a data entry error on the submitted CD, This
reviewer has examined the age data provided within the report, and this test individual is properly
included in the required 50-54 vears of age test group, totaling 25% of tested individuals.

Senior ages, gender distributions, age allocations, as well as test site and tester requirements all adhered to
the senior testing regulations set forth in 16 CFR 1700,20. There were 5 senior failures reported by the
study author: a) a 33 year old female failed to properly open package “A”; b) a 52 year old female failed
to properly open package “B” in the required 60 seconds; ¢) a 59 year old female failed to properly open
package “B™ in the required 60 seconds; d} a 63 year old female failed to properly open package “B” in
the required 60 seconds; and e) a 62 year old male failed to properly open package “B” in the required 60
seconds. In addition, this reviewer has determined that based on additionally submitted data, package
60B, tested with a 69 vear old female, should also have been reported as a failure. The pipette tested for
package 60B was indented and is considered by this reviewer as damaged; the pipette should not have
been used for testing. This reviewer has concluded that there were 6 total senior failures. This
corresponds to a 94% success rate. The study (MRID 48278902) is considered as “passing” the senior
test according to 16 CFR 1700.20.

Conclusion: Both child and senior SAUE CRP testing data requirements have been fulfilled for the
0.045 fl. oz. sized pipette for EPA Reg. No. 86230-E.

0.091 fl. oz. Pipette: As noted in the previous TRB review for the 0.091 fl. oz canine single ai fipronil
product, EPA Reg. No. 86230-E, (MRID 48013004; Study No. GLM 10057) the TRB reviewer
concluded that 6 subjects exhibited “inconclusive™ results. These 6 subjects were: a) a 52 year old female
(package 1), b) a 54 year old female (package 15), ¢) a 55 year old male (package 44), d) a 56 year old
male (package 48), €) a 61 year old female (package 54), and f) a 67 year old female (package 80). This
reviewer has examined the additional information provided within the new study (MRID 48278903;
Study No. GLM 100578) and has concluded that the 6 packages can now be considered “successfully
opened”, i.e. as passing,

Conclusion: As the original data analysis concluded that there were 3 senior failures, and the
additional data reviewed herein are considered as passing, this corresponds to a 97% success rate.
CRP SAUE requirements have been fulfilled for the 0.091 1l. oz. sized pipette for EPA Reg. No.
86230-E.

0.136 f1. oz, Pipette: As noted in the previous TRB review for the 0.136 fl. oz canine single ai fipronil
product, EPA Reg. No. 86230-E, (MRID 48013002; Study No. GLM 10038) the TRB reviewer

Page 5 of 6
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PC Code: 128121
EPA File Symboi: 86230-E

concluded that 4 subjects exhibited “inconclusive” results. These 4 subjects were: a) a2 61 year old female
(package 57), b) a 63 year old female (package 71), ¢) a 60 year old male (package 86), and d) a 61 year
old male {package 99). This reviewer has examined the additional information provided within the new
study (MRID 48278301; Study No. GLM 100588} and has concluded that the 4 packages can now be
considered “successfully opened”, i.e. as passing.

Conciusion: As the original data analysis concluded that there were 10 senior failures, and the
additional data reviewed herein are considered as passing, this corresponds to a 90% success rate.
CRP SAUE requirements have been fulfilled for the 0,136 fl. oz. sized pipette for EPA Reg. No.
86230-E.

CONCLUSION:

All child and senior CRP data requirements have been fulfilled for all four proposed' pipette sizes for EPA
Reg. No. 86230-E.

Additionally, the following recommendations were suggested in the previous TRB review: a) the label
{submitted 4/21/2010) for EPA Reg. No. 86230-E needs to be corrected in the storage section of the label
statement to read “Store unused application pipettes in the original unopened child-resistant container
and....”, b) the final label must show pipette sizes labeled in fl. oz, and ¢) the number of ml on the label
should be based on [29.6mi per fl. oz. x number of fl. oz, on the pipettes].

Note to Registrant: Should any kuman experience/epidemioclogicai evidence indicate a problem

once the product is in the marketplace, the Agency reserves the right to reexamine this data
comprehensively and to question the child resistance of the package involved.

Page 6 of 6
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LoradoChem inc. Page 1 of 18
December 7, 2010
Registration of LC-2010-2; Fipronil for Dogs

APPLICATION TO REGISTER LC-2010-1 FIPRONIL FOR DOGS

FOR CONTROL OF FLEAS, TICKS AND CHEWING LICE

OPP Decision Number: D-429489
SUPPLEMENTAL SUBMISSION
ADDITION OF ALTERNATE SOURCE OF ACTIVE INGREDIENT

End-Use Product
EPA File Symbol 86230-E

VOLUME 86230-E-A%-1
ADMHNISTRATIVE MATERIALS, CORRESPONDENCE, APPLICATION AND CONFIDENTIAL
STATEMENT OF EORMULA

DATA REQUIREMENTS
40 CFR 152.50

AUTHOR
1ain Weathersion, Ph.D.

DATE COMPLETED
December 7, 2010

SPONSOR
LORADOCHEM, inc.
Cira Centre, 12" Floor
2929 Arch Street, Philadeiphia, PA 16104-2891

SUBIMMITTED BY
Technology Sciences Group inc,
4061 North 156" Drive Goodyear, AZ 85395



LeradoChem Inc,
December 7, 2010

Registration of 1 C-2010-2; Fipronif for Dogs

Paga 2 of 18

CONFIDENTIALITY CLAIMS

STATEMENT OF DATA CONFIDENTIALITY

Information claimed confidential on the basis of its falling within the scope of FIFRA § 10 {d}{1}
[A], B[ or [C] has been removed to a confidential attachment and is ¢lted by a cross-reference

number in.the body of the text.

COMPANY:

AGENT:

SIGNATURE:

TITLE:

DATE:

LaradeChem Inc.

lain Weatherston, PH.D,

Senior Marﬁg}vg Consuitant

December 7, 2010
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LoradoChem inc. Page 3 0f 18
December 7, 2010
Registration of LC-2010-2; Fipronit for Dogs

GOOD LABORATORY PRACTICES STATEMENT

The purpose and scope of this report DO NOT FALL UNDER the reguirements of 40 CFR 160.
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LoradoChem ing,
December 7, 2010
Registration of LC-2010-2; Fipronil for Dogs

CONTENTS

CONFIDENTIALITY CLARS

GOOD LABORATORY PRACTICES STATEMENT

CONTENTS

LETTER OF INTRODUCTION

APPLICATION FOR PESTICIDE REGISTRATION [Form 8570-1]
PLACE HOLDER PAGE

FORMULATOR'S EXEMPTION STATEMENT [Form 8570-27]
DATA MATRIX [Form 9570-35]

CONFIDENTIAL ATTACHMENT
COVER

CROSS REFGERENCE PAGE

CONFIDENTIAL STATEMENT OF FORMULA

Page 4 of 18

10.

11,
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LaradoChem inc.

Page 5 0of 18

Dacember 7, 2010
Registration of LC-2010-2; Fipronil for Dogs

Richard Gebken December 7, 2010
Product Manager, Team 10

U.S.EPA-OPP—RD-IB

One Potomac Yard

2777 South Crystat Drive

ARLINGTON, VA 22202

SUBJECT: Supplemental Submission
Addition of Alternate Source of Active Ingredient to the Registration
Package for LC-2010-2 FIPRONIL FOR DOGS

COMPANY: LoradoChem Inc., Cira Centre 12™ Floor, 2929 Arch Street, Philadelphia,
PA 16104-2891.

CONTALT: {ain Weatherston, Ph.D ., Technology Sciences Group Inc., 4061 North
156" Drive, Goodyear, AZ 85395, [623-535-4060]
iweatherston@isgusa.com.

PRODUCT: LC-2010-2 FIPRONIL FOR DOGS [86230-E]

OPP DECISION NUMBER: 0-4294893

Dear Mr. Gebken:

As agent for, and on behalf of LoradoChem inc., | submit for expedited review and approval, as
decided at the November 22, 2010 meeting with the Registration Division Director, Associate
Director, OGC attorney and the Branch Chiefs of IB and TRB, an application to add an alternate
source of technical fipronil to the current pending registration for the subject product.

In addition to this letter, this Volume 86230-E-A5-1 contains:-

A fully executed Application for Pesticide Registration [Form 8570-1]
Formulators Exemption Statement [Form 8570-27]

Data matrix [Form 8570-35)

Confidential Statement of Formula [8570-4]

There is no labe! included, since the change of source of technical active ingredient does not
impact the fabeling.
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LoradoChem inc. Page 60f18

December 7, 2010
Registration of L£-2020-2; Fiprenil for Dogs

in addition to the Administrative volume, the submission aiso includes an abbreviated product
chemistry volume, Volume 86230-E-AS-2 as reguested in a telephone call on Friday December
3, 2010 by Dan Kenny after consulting with Shyam Mathur,

Should you reguire any further information, or have any questions, please do not hesitate to
contact me by e-mail at jweatherston@tsgusa.com or by telephone at 623-535-4060.

Agent to LoradoChem inc.
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LoradoChem inc. Page 7 of 18
December 7, 2010
Registration of LC-2010-2; Fipronil for Dogs

Foop Aboroyed i a bt SR i -
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wm Environmental Protection Agency Amendment
Waezhington, DC 20480 Other
Application for Pesticide - Section |
t. Compeny/Product Numbaer 2. EPA Product Mansger 41
B&230-2 RICHARD GEBKEN Nm D Reatristed
4. CompanyProduct (Neme} PM
LORADOCHEM INC. { LC-2010-2 FIPRONIL FOR DOGS 10
5. Nome end Address of Applicant (nclude ZiP Code) 6. Expeditad Revaiw. in accordance with FIFRA Section 316)(3)
LoradoChem inc., Cira Centre, 12th Floor, {0}, my product is simitar ar jdentical in composition snd labeling
A . . to:
2928 Arch Si., Philadelphia, PA 16104-2871 EPA Reg. No.
Dchmkﬂtﬁhhanmm Product Nameg
Section - T
Amsndmant - Explain baiow. [_] Fine: printad Isbele in repsonss to
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D Resubmisaion in respanse to Agancy istter dated D "Ms Too" Application.
D Notification - Explain below. D Tther « Exglmin belaw.

Explanation: Uas sdditional page(s} if necessary. (For section | and Section if,}

Submission of alternate sourca of fipronil active Ingrediant to expedite the end-use produtt approval as agreed to al the Novernbar 22, 2010 between the
spplicant and Lois Rossi

Section - W
1. Muterial This Product Wikl s Packuaged in;
Child-Resistant Packaging | Unit Packaging Waoter Saluble Packaging 2. Typr of Contaires
H You B Yz B You Motal
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No : No Na " Giase
if "ros" No. par i "Yeas* No, par FPaper
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L_ Label U Containes E:]
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Paper giusd
Stenviled
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1. Contact Point [Complets itecnis directly batow for identification of indiidusd 1o be contected, i Y. (O p this applization. |
Netia Title Telophore Nao, {inciuds Areas Codel
[AIN WEATHERSTON SENIOR MANAGING CONSULTANT 623-535-4080
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2. Siw L\S 3. Title
) G g L SENTOR MANAGING CONSULTANT
4, Typed Hame 5. Daty 1
IAIN WEATHERSTON November 36, 2010
EPA Forrs 35701 [Rev. 394} Provious aditions sre obaclete, White «- EPA Fis Copy {oripinal) Yolicw - Applicart Copy
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LoradoChem inc.
December 7, 2010

Registration of LC-2010-2; Fipronil for Dogs

CROSS-TEFERENCE NUMBER

DELETED PAGE:

PAGE DELETED:

REASON FOR DELETION:

FIFRA REFERNCE:

PLACE HOLDER PAGE

f1]
immediately following this page
9

Confidentiai Statement of Formula

§ 10 {d}{1} {c}

Page 8 of 18
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LoradoChem inc.
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Registration of LC-2010-2; Fipronil for Dogs

Form approved, OME No. 2070-0080, 20700057, 2070-0407, 2070-0122, 20700164,

SEPA

United Slates
Environmental Protoction Agency
Washingten, DC 20480

Formulator's Exemption Statement

(40 GFR 152.85)
Applicatt’s Mams antd Addrass EPA File SymbolRegistration Number
LoradoChem. Inc., Cira Centre § 2th Floor, 86230-E
2929 Agch Street, Philadeiphia, PA 16104-2891. Product Name

LC-2010-2 Fipronil for Dogs

Dats of Gonfidential Statement of Formula (EPA Farm S570-4)
1173672010

Fipronil

paragraph (1},

Az gh authodzed representathve of the ppplicant for regisiration of the produd iderdified above, | cartify that:

{1} Thin product contains the Rilowing aclive Ingrediant{sh:

{2y OF these, sach active ingredient tisted In paragraph (4} is present stiely as the resulf of the use of that active ingredient in the manufaciuning,
formudalion or repackaging angther product which cormtaing that ackve ingredien! which is registered under FIFRA Section 3. is purchased by
us from another person and meets the requiements of 40 CFR sestion 158.50(eM2) ar £3).

(3} Indicate by checking (A) or {B) below whith paragraph applies:

7Y (A} An accursie Confidentlal Staternent of Formula (EPA FORM 8570<5) for the above ldenfifled product (s attached 10 this statement.
That formuta statemernt indicates, by company name, regisiration number, and product rame, the source of the acthw gredieni(s} Fated in

OR

1 (B} The Confidentiat Statement of Formuta (CSFHEPA Form 8570-4) referenced abave and on file with the EPA [s compiate, current, an
acourate and contains the information required on e currenat CBF

{4} The following active ingredients irt this produet Guably for the formutator's exemption.

PN

Source
Active Ingradient Product Name Registration Number
Fipronil [CAS# 120068-37-3] Fipronil Technical B7650-R
N |
\Siignahm m Name ang Title Date
| tain Weatherston /Sr. Manag. Csht. m| 11/30/2010

EFA me@? (Rev. 08-2064)

Copy 1 ~EPA
Copy 2 - Applicant cogy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, 3.W.

WASHINGTON, D.C. 20460

Form Approved OME Mo, 2070-0060

Paparwork Reduction Act Noties: The public reporting burdaen for this coltection of infonmation i estimated to average 0.25 hours par rasponse for reflistration activities and 0.25 hours per responsa for
reragisiration and specal review activities, mchuding Hime for reading fhe mstructions and completing the necessary forms. Send comments mganding the turden estimala of any other asped of Bris callection of
infommation, incuding sugpastions for reruding the burden to: Dirsctor, OPPE Infomeation Management Division (2137}, 1.5, Envronmental Protecion Agiancy, 401 M Strosl, S.W.. Washingtos, DC 20480, Do not
sond tha foim to 1his addrass.

DATA MATRIX
Date 11302019 EPA Reg NoJFike Symbol B8230-£ | Pags1 of 3
Applicant'sReqistrard’s Name & Address Product
LORADOCHEM ING., CIRA CENTRE 12TH FLOOR, PHILADELPHIA, PA 16104-2891 LC-2010-2 FIPRONIL FOR DOGS
Ingredient FIPRONIL
Guidefing Refarence Numbes Guidefire Study Name MRID Number | Submter Staws Nate
£30.1550 PRODUCT IDENTITY AND COMPOSITION LORADOCHEM ING owN VES230-E-AS-2
830.1550 PRODUCT IDENTITY AND COMPOSITION 48013001 LORADGCHEM ING OWN BRIDGE
£30.1600 DESCRIPTION OF STARTING MATERIALS LORADOCHEM ING owN VEB230-E-AS-2
830.1600 DESCRIPTION OF STARTING MATERIALS 480713001 LORADQCHEM INC owN BRIDGE
820.1650 FORMULATION BROCESS LORADOCHEM INC own VBS230-EAS-2
830.1850 FORMULATION PROCESS 48013001 LORADOGHEM INC own BRIDGE
830.1750 CERTIFIED LIMITS LORADOCHEM INC. OwN so CSF
830.1800 ENFORCEMENT ANALYTIGAL METHOD LORADOGHEM INC. OwN VE5230-E-AS2
4301800 ENFORCEMENT ANALYTICAL METHOD 48013001 LORABOCHEM ING OWN BRIDGE
8306302 COLOR LORADOGHEM INC OWN VB5230-E-AS2
620.6302 COLOR 48013001 LORADOCHEM INC OWN BRIDGE
530.6203 PHYSICAL STATE LORADOCHEM ING OWN VBE230-E-AS-2
2306303 PHYSICAL STATE 48073001 1 LORADOCHEM ING OWN BRIDGE
830.6304 L~ | ovor LORADOCHEM ING Qw VBE230-E-AS-2
830.8304 { \ oDOR 48013001 L. ORADOCHER own HRIDGE
Signature \\ N NM tame and THie Dats
- Tr30/2010

tain Weatherston Sr, Managing Consultant

EPA Form 8570-36 {(3-57}

ic and Paper versions avallable. Submit only Paper varsicn,

Agency Intsmat Use Copy
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Form Approved OMB Mo, 20700080
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Strget, 5.W. -
WASHINGTON, D.C. 20460

@

Paparaiork Raduction Act Noties: The public reparting burden for this collettion of Infonvation is estimated to average 0.25 haurs per responas for registration aciivities and 0.25 hours per responsa for
vereglsiralion and special review activites, incuding tme for reading the lnstruciions and eompleting tha necessary forms.  Send comments regarding tha turden estimala or any ofher aspact of s coection of
information, including suggestons for reducing the burden to: Director, OPPE Information Management Dividion (2137), U5, Environmental Pratection Agency, 401 M Stnaet, 5.W., Washington, DC 20480, Do not
send Bze form o this akiness,

DATA MATRIX
Date 113W2010 EPA Reg NoJFlls Symbot  86230-E I Paga2 3 3
Applivary's/Reqistrapt’s Name & Addrass Product
LORAROCHEM ING., CIRA CENTRE 12TH FLOOR, PHILADELPHIA, PA 16104-2881 LC-2015-2 FIPRONIL FOR DOGS
ingredient FIPRONIL
Guideine Reference Numbar Guideline Stdy Nawe MRIQ Numbar Submitier Hatus Note
8308313 STARILITY TO TEMP,, METALS & METAL IONS NOT REQUIREDR
830.6314 OXIDATIONREDUCTION POTENTIAL LORADOCHEM NG OWN VAE230-E-AB-2
536314 OXIDAYION/REDUCTION POTENTIAL 48013001 LORADOCHEM INC OwWN BRIGGE
430.6315 FLAMMABILITY LORAROCHEM INC OWN VaBRaG-E-AS2
030.6315 FLAMMABIEITY 48013007 LORADCCHEM IG OWN BRIDGE
830.6316 EXPLODASILITY LORADOGCHEM INC oW VEGZ0-EAS-2
833.63116 EXPi.GDARIITY LORADQICHEHM INC. OWN BRIDGE
8z0.6317 STORAGE STABILEY LORADGCHERM INC. GWN N PROGRESS
830.831% MISCIBILITY NOT REQUIRED
8306320 CORROSION CHARAGTERISTICS LORADGCHEM INC CwN IN PROGRESS
30,8321 DELECTRIC BREAKDOWN CONSTANT LORADOGHEM INC OWN VBB2I-R-AS-2
30,6221 DIELECTRIC BREAKDOWN CONSTANT 48013061 LORADOCHEM INC OWN BRIDEE
430.700¢ pH LORADOCHEM INC OWN VBE230-RAG-2
830.7000 / p\”\ 45013001 LORADCQCHEM INC QWi BRIDGE
£30.7050 { WAIBLE ABSORPTION LORADOCHEM owN NOT REQUIRED
Signature N g . W : Name and Tide Date

' lain Weatharston Sr. Managing Consultant 1430R010

EPA Fom 8570-35 (6-97} Electronic and Pape:

jons available, Submil only Paper varsion.

Agency Internai Use Copy
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@-} UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
“; 401 M Strest, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB Na. 2070-0060

Paperwork Reduction Act Notlcar The public reporting burden for this cellection of infomation is estimated to average 9.2 hours per respensy for reglstration activities and 0.25 hours per respanse for
retsgistration and spedal raview activities, including tima Tor reading the instruciions and complating the pecassary Torms.  Send conpments regarding the burden estirnate or any other asped of this coBeclion of
inforration, ncluding sugpestions for reduting the burder to: Director, OPPE Information Managsment Division (2137), U.S, Eaviropmental Profection Agency, 481 M Strest, S.W., Washington, DC 20465, Do not

sang the form fo his address.

DATA MATRIX
Date 1123062010 EPA Req Mo FHe Symbd  B6230-E Pageld of 3
Aoplicani's/Registrant's Hama & Addrass Produd
LORADOCHEM INT., CIRA CENTRE 12TH FLOOR, PHILADELRPHIA, PA 15104-28%1 L.C-2013-2 FIPRONIL FOR DOGS
Ingredient  FIPRONIL - )
Guidetine Referanc: Number Guideline Study Name RO Number Subraitter Status Nole
&30.7100 VISCOSITY LORADGCHEM NG QWN VEBZIN-E-AS-2
B30.7 100 VISCOSITY 48013001 LORADGTHEM INC OWN BRIDGE
830.7208 MELTING POINTARANGE NOT REQUIRED
B30 T2 BOLING POINTIRANGE NOT REQUIRER
8307300 DENSITY/BULK DENSITY/SPECIFIC GRAVITY LORADOCHEM INC QWN VBEZ3C-E.A5-2
8§30.7300 DENSITYBULK DENSITYISPECIFIC GRAVITY 48013001 LORADOCHEM INC VYN BRIDGE
B36.7373 DHSSOCIATION CONSTANT NOT REQUIRED
B30 755NBOTG PARTITION COEFFIGIENT NOT REQUIRED
830. 7840480 WATER SOLUBILITY NOT REQUIRED
B30.7950 VaPQOR PRESSURE NOT REGUIRED
ALL OTHER GUIDELINE REQUIREMEMTS ARE SATIFIED BY THE CiTE-ALL METHOD OF DATA SUPPORT AND THE LIST OF
COMPANIES SENT OFFER-TO-PAY | LETTERS IS BRIDGED FROM THE LIST GIVEN (K THE | DOCUMENT WITH MRID 48013800
) S
4 A
Signature - m QM : Nams and Tite Date
C#{“"‘i CX..“\ tain Wentheraton Sr. Managing Conguitant | a0

i

EPA Form 8570-35 (3-87} Elactronic ard @vemons svallable. Subimit ey Peper version,

Agancy intarnal Use Gopy
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LoradoChem Inc. Page 1of 11
Pecember 7, 2010
Registration of LC-2010-2; Fiproni! for Dogs

APPLICATION TO REGISTER LC-2010-2 FIPRONIL FOR DOGS

FOR CONTROL OF FLEAS, TICKS AND CHEWING LICE
OPP Deciston Number: D-429489
SUPPLEMENTAL SUBMISSION
ADDITION OF ALTERNATE SOURCE OF ACTIVE INGREDIENT

End-Use Product
EPA File Symbol 86230-E

VOLUME 86230-E-AS-2
SUPPLEMENTAL PRODUCT CHEMISTRY

DATA REQUIREMENTS
OPPTS 830.1550, 830.1600, 830.1650, 830.1670, 830,1750, 830.1800 AND REQUIRED RESPONSES TO
OPPTS 830.6000/7000

AUTHOR
tain Weatherston, Ph.D,

DAYE COMPLETED
December 7, 2010

LABORATORY
: Cipla L1d.
Plot No. M12, indore Special Economic Zone, Phase i, Pithampur, District Dhar
Madhya Pradesh 454775, india

STUDY NUMBER
Cipla-2009F Supplementa!

SPONSOR
LORADOCHEM, Inc.
Cira Centre, 12 Flgor
2929 Arch Street, Philadeiphia, PA 16104-2891

SUBMITTED BY

Technology Sciences Group inc.
4061 North 156" Drive Goodyear, AZ 85395
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Page 2 of 11

CONFIDENTIALITY CLAIMS

STATEMIENT OF NGO DATA CONFIDENTIALITY

No claim of data confidentiality is made for any infgrmation contained in this volume onthe
basis of its falling within the scope of FIFRA & 10 (d}{1}[A], [B[ or (]

COMPANY:

AGENT:

SIGNATURE:

TITLE:

DATE:

toradoChem inc,
fain Weatherston, PH.D.
Senior M@g Consultant

December 7, 2010
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GOOD LABORATORY PRACTICES STATEMENT

This is a supplemental report ta the original report identified by MRID 48013001 and the GLP statement
in the original report is also operative in this current report
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CONTENTS

CONFIDENTIALITY CLAIMS

GODD LABORATORY PRACTICES STATEMENT
CONTENTS

INTRODUCTION

RESPONSE TO PRODUCT CHEMISTRY GUIDELINES

Page 4 of 11
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Registration of LC-2010-2; Fipronil for Dogs

INTRODUCTION

This volume is being submitted in support of the registration of LC-2010-2 Fipronii for Dogs. The addition
of an alternate Fipronil source was discussed at a meeting of the registrant with Lois Rossi, members of
her office staff, an OGC attarney and the Branch Chiefs of 1B and TRB, and the registrant. The format of

this volume has been discussed between the Branch Chiefs of iB and TRB and the chemistry reviewers.
The understanding is that the product chemistry reports from the initial application may be bridged to
end-use products, using the alternate source of active ingredient (fipronil) because the twe technical
materiais are substantially similar and all of the work {methods of formulation, analysis, formulation of
impurities and physical/chemical characteristics) was carried out at the same facility and laboratory
where the criginal data was developed.

OPPTS 830.
1550 Product identity and composition bridged from MRID 48013001
1600 Description of starting materials ........... bridged from MRID 48013001
Product Composition
Active ingredient Fipronil Technical
- EPARN pending as 87650-1
Purity 88.5%
CASH 120068-37-3
Supplier Fipronext Solutians Inc., Pleasanton, CA 94587
Nominal cone. 9.70%
UcL 10.19%
LCL 9.22%
MSDS attached in appendix.
Other ingredients ail bridged from MRID 48013001
1650 Discussion of formulation process bridged from MRID 48013001
1670 Biscussion of impurities bridged from MRID 48013001
1700 Preliminary analysis not required — end-use product
1750 Certified limits see CSF in V86230-E-AS-1
1800 Enforcement analystical method bridged from MRID 48013001
1300 Submittal of samples will do if requested.
6302 Color bridged from MRID 48013001
65303 Physical state bridged from MRID 48013001
6304 Odor bridged from MRID 48013001
not raquirad see Tabla 2in
830.1000.
6313 Stability to temp,, metais & metal ions bridged from MRID 48013001
not required see Table 2 in
830.1000.
6314 Oxidation/reduction — chemicat ingompatibility bridged from MRID 48013001
not required see Table 2 in
830.1000.
6315 Flammabiiity bridged from MRID 48013001
fs1°C)
6318 Expoladability bridged from MRID 48013001

Not required ~ product is not
potentially explosive.
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B317
6319
6320

6321

7000

7050

7100

7200

7220

7300

7370
7550/60/70
7840760

7950

Storage stabifity
Miscibility
Corrosion characteristics

Dielectric breakdown constant

pH

LV /visible absorption

Viscosity

Melting point/range

Boiling point/range

Density/relative density/specific gravity
Dissociation constant

Partition coefficient

Water sofubility

Vapor pressure

Page 6 of 11

study initiated in final
packaging at Cipla L1td., Mumbai
not required, praduct is not an
emulsifiable fiquid.

study initfated in final
packaging at Cipla Ltd., Mumbai
not reguired — product is not
labeted for use around
electricatl equipment.

not required — product is not
dispersible in water

not reguired for end-use
products

bridged from MRID 42013001
8.70@ 30 rpm @ room temp.
not regquired for end-use
products

not required for end-use
products

bridged from MRID 48013001
1.030 g/mi

not required for end-use
products

not required for end-use
products

not required for end-use
products

not required for end-use
products
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APPENDIX

MSDS FORFIPRONEXT SOLUTIONS LTD., TECHNICAL FIPRONIL

Page 7 of 11
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Fipronext Solutions inc.
3259 Harvey Ct, Pleasanton, CA 94587 USA

MSDS OF Fipronil
I L. iDENTIFICATION OF THE SUBSTANCE / PREPARATION AND OF THE COMPANY / UNDERTAKING
Coanmercial product name: Fiproni!l, Phenyt Pyrazole
Supplier: Fipronext Sofutions Tne.
Emergengy telephone number: L.510-579-7685
2. COMPOSITION / INFORMATION O INGREDIENTS —l
Chemice] charagierization: Fipranil, Phenyl Pyrazole
Synonyms:
5-Amino-{2,6-dichloro-4{triflugromethyliphenyl]-4-f{ 1 X.5)- trifuoromethylisul {inyi} -} FH-pyrazole-3-carbonitrile
Dangerous subsiantes: None
Hazardous somponenis! None
Erapirical Pormaala: £ HOLFNAS
CAS number: 12006%-37-3

| 3. HAZARDS IDENTIFICATION

Emergency Qvervigw;

Warning: May be fatal i abserbed through skin,

May be fatal if inhaled.

May be fawi if swallowed.

May cause moderate but emporary irritation (o the eyes,
KEEP OUT OF REACH OF CHILDREN.

KEEP OQUT OF REACH OF DOMESTIC ANIMALS.

Patential Health Effects:
Primary route of exposure: eye and skin contact, ingestion and inhalation.

Acute toxicity: Moderalely toxic after single ingestion or shorttetm skin contact,  Slightly toxic
after short-tetm: inhalation,

Irritation; Slight irrisation to skin, moderately irritation o the eyes.

{ 4, FIRST-AID MEASURES ]

Inhalation: Remove victim to fresh air, administer oxygen as recded.  If victim is not breaihing,
adminisfer artificial respiration or CPR and contact a physician.
Skin contact:  wash well with mild sonp and water. Remove any contaminated clothing. Flush
gkin surface with additional water.

Eye contact:  Flush eyes with plenty amounts of fresh water for at least 15 minutes,
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Fipronext Solutions Inc.
3258 Harvey Ct, Pleasanton, CA 94587 USA

Ingestion: Flush mouth with plenty amounts of water and contact a physician. Do not swallow
risse water.

5. FIRE-FIGHTING MEASURES

Suitable fics extinguishing media:  Use extinguishing media appropnate to surrounding fire. No

special equipment or proveduses are required,

Unusaal hazards: Mot known

Special cxposure hazards: Risk of dust explosion.

Special protective equipment for firefighters; Respiratory protector with gas filier or breathing
apparatus recommended.

6. ACCIDENTAL RELEASE MEASURES

Individual precautions: Wear protective cloth.

Environmental precautions: Hand over spilled material to meyeling or to

’ waste disposal.

Procedure of cleaning/take up: Take up by tnechanical mexns. Flush remainder
with water

| 7. HANDLING AND STORAGE l

Avoid dust formation, Store in & dry and cool place i an unopened package.

| 8. EXPOSURE CONTROLS / PERSONAL PROTECTION 1

Recomsmended personal protective equipment:

Respiratory protection: Respiratory protector approved for this type of
dust

Hand protection: Impermeable gloves

Eye protection: Protective goggles,

IL 9 PHYSICAL AND CHEMICAL PROPERTIES
Form: powder
- Calor: white or slightly light vellow
+ Qdor: tow odor.
- Melting point/Melting range: 196-200°C
- fusoluble in DMF: not more than 0.5%
+ Heavy Metals: not more than 10ppm
» Basicity: not more than 0.2%
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Fipronext Solutions Inc.
3259 Harvey (t, Pleasanton, CA B4587 USA
| 10. STASILITY AND REACTIVETY [

Have & shelf life of approximately  years in an unopened container. STABLE.

| 1. TOXICOLOGICAL iINFORMATION ]

¥ handling accordingly with protective measures am! with personal protective sguipment no
hazards health, Although avoid inhalation.

| 12, ECOLOGICAL INFORMATION :

Product should nat get into water without pre-treatment in an adapted, biclogical sewage work.

I 13. DISPOSAL CONSIDERATIONS

Waste disposal must be in accordance with appropriate local regulations, Do not re-use empty
comlainers.

14, TRANSPORT INFORMATION

UN No. Not applicable
Sea applicable
Road/rail applicable
Adr Not applicable

| 15. REGULATORY INFORMATION

Repistration status: TSCA registered.

OSHA Hazardous category: Acute farget organ effects reported, Toxic-oral, Toxic<dlermal,
Highly Toxic-inhalation;
SARA hazard categories: acute, chronic

State Regulations:
CA Prop. 65: no listed,
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Fipronext Solutions Inc.
3259 Harvey Ct, Pleasanton, CA 94587 USA
16, OTHER INFORMATION

-
|

The information contained in this Safety Data Sheet, ag of the isste date, is belicved to be true and
somect. However, the accuracy or completeness of this information and any recomunendations or
suggestions are made without warranty or guarantee. Since the conditions of use are beyood the
control of our company, i is the responsibility of the user to determing the conditions of safe use
of this product. The information in this sheet does not represent snaiytical specifications, for
which please refer to our technical data sheet,
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APPLICATION TO REGISTER LC-2010-2 FIPRONIL FOR DOGS

FOR CONTROL OF FLEAS, TICKS AND CHEWING LICE

- ADDITION OF ALTERNATE SOURCE OF ACTIVE INGREDIENT

End-Use Product
EPA File Symbol 86230-E

VOLUME 86230-E-AS-1CA
CONDIDENTIAL ATTACHMENT

DATA REQUIREMENTS
40 CFR 152.50

AUTHOR
Iain Weatherston, Ph.D.

DATE COMPLETED
November 30, 2010

SPONSOR
LORADOCHEM, Inc.
Cira Centre, 12" Floor
2929 Arch Street, Philadeiphia, PA 16104-28561

SUBMITTED BY
Technology Sciences Group inc.
4063 North 156™ Drive Goodyear, AZ 85395
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CROSS-TEFERENCE NUMBER
DELETED PAGE:

PAGE DELETED:

REASON FOR DELETION:

FIFRA REFERNCE:

CROSS-REFERENCE PAGE

i1}

immediately following this page

g

Confidential Statement of Formula

§ 10 {d)1) (c)

Page 2 of 3
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@; - Here
¥ David Petrick to: Bonaventure Akinlosotu 12/09/2010 12:00 PM

Dear BA, We are in town. See you at 2 EM. Dave

Sent from my iFhone

951



See you shortly
David Petrick to: Bonaventure Akinlosotu 12/08/2010 01:18 PM
Ce: Marion Johnson

Dear EBA,
We will see vou in the Zobby before the 2 PM meeting.
Thanks.

Dave

52



Re: Proposed Alternate Brand Names for the LoradoChem Products [}
Kimberly Nesci to: Bonaventure Akinlosotu 12/10/2010 03:54 PM
Cc: Clayton Myers, Marion Johnson, Mark Suarez, Richard Gebken

Hi all:

Feturct ?

Bonaventure Akinlosotu

LMy,,f's‘ufngéfétifoh?_ - 12/10/201003:49:58 PM

From: Bonaventure Akinlosotu/DC/USEPA/US

To: . Marion Johnson/DC/USEPA/US@EPA, Richard Gebken/DC/USEPA/US@EPA

Cc: Kimberly Nesci/DC/USEPA/US@EPA, Clayton Myers/DC/USEPA/US@EPA, Mark
Suarez/DC/USEPA/US@EPA

Date: 12/10/2010 03:49 PM . )

Subject: Re: Proposed Alternate Brand Names for the LoradoChem Products

Your thoughts?

Thx, B.A
----- David Petrick <davidpetrick@comcast.net> wrote: -----

To: Bonaventure Akinlosotu/DC/USEPA/US@EPA, Marion Johnson/DC/USEPA/US@EPA, Richard
Gebken/DC/USEPA/US@EPA

From: David Petrick <davidpetrick@comcast.net>

Date: 12/10/2010 01:50PM

Cc: Alex Kaufman <akaufman@velcera.com>, Dennis Steadman <dsteadman@velcera.com>, lain
Weatherston <lWeatherston@TSGUSA.COM>

Subject: Proposed Alternate Brand Names for the LoradoChem Products

Dear Marion, Richard and Bonaventure,

Thank you very much for a productive and EXTREMELY helpful meeting
yesterday. We appreciate the clarity of the comments and the assurance of
the direction provided. As indicated yesterday, I will be sending along the
re-typed Master Label Monday.

As a start, however, as we also discussed yesterday, here are three more
trademarks we would propose to use for the products  (mono and Combo)

== PetArmor PetArmor Plus P

== TrustGard TrustGard Plus
<§ Velcera Fipronil Velcera Fipronil Plus (S-Methoprene)

53
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We would appreciate feedback as soon as possible from you so that Alex can
get the label "plates" made up with suitable TMs so you will have those when

vou nesed them as well,

Again, many thanks and I will be in touch Monday by sending along the new
Master Labeling Text.

Best Regards,

Dave
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Agency’s response to LoradoChem’s rebuttal to Agency’s

preliminary comments on the proposed labeling for four (4) new fipronil-

containing spot-on EPs (86230 - R, E, G & U) in dogs and cats

N/B:  With reference to Agency’s meeting with the registrant on September 23, 2010; and

o

Agency’s Internal mtg (RD} on December 7, 2010.

Use of the trademark “Vetrust” for the products:

Unacceptable: The Agency believes the name “VETRUST” (“Trusted by veterinarians?™),
including the caduceus conveys and/or implies false or mislcading claims (e.g., heightened
safety and efficacy, etc), The name implies that the product is an animal veterinary drug.

Claims made about the active ingredient:

Carton’s Front Panel: You may retain the round, visible circle with the statement “Compare
to Frontline (or Frontline Plus) same active ingredient(s).”

Carton’s Back Pancl: Bascd on determinations made by the label consistency workgroup, the
ingredient comparison chart (that compares products’ active ingredients) is unacceptable.

Supporting information concerning the usc of “Waterproof”:
Please provide efficacy data to support the “waterproof” claim , or cite-all?

Use of the phrase, “#! Veterinarian Recommended Active Ingredient(s)”:

Delete this comparative statement or provide appropriate supporting data to substantiate
claim. The data cited in your rebuttal indicates sales ranking, not a ranking of veterinarian’s
recommendations.

Use of “Other” vs. “Inerts” in the Ingredient Statement

Although the Agency prefers the term “Other”, especially for this type of products (i.e., spot-
on), you may retain the term “frerts” to designate the proportion of the finished products that
are non-active components.

Directions to Instruct the Consumer for Opening the Packaging:
Deterred to the Child Resistant Packaging Team for final decisions.

Use of “Applicators” vs. “Applicator Pipettes” on the labeling:

Tentative Response ([Deferred to the Child Resistant Packaging Team for f{inal decisions):
Use cither “Applicator Pipette” or ‘inpp icator”, and not soth. Interchanging both will
confuse the consumer/pet-owner. 3 l@‘ﬁq Q\JMW A

Use of the phrasc “For animal use only” on the bottom flap of the carton:
Revisc the statement “For animal use only” to read “For dog use only” or “For caf use
only”, appropriately on the products designated for each specics.
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9. Inclusion of a website on the Labeling:
You may retain the website on the labeling. Thank you for your acknowledgment of the

Agency’s concerns, “LoradoChem understands that website content should be in
compliance with EPA standards for product promotion and advertising, If a websité is
included in the final labeling proposed for use with the products, LoradoChem understand
the level of scrutiny that will be employed”.

10,

- 11,

(J’/q

12,

The Qualifying Verbiage for the Trademark is Wordy and Cumbersome
Question: LoradoChem found that using the active ingredient and the two active
ingredients with the trademark was cumbersome and wordy as the use relates to the text
on the back panel of the carton and for much of the package insert.

a.

b.
C.

LoradoChem proposes to keep the active ingredients descriptor at the top of the
trademark on the front panel, and, of course, in the ingredient section on the front panel.
LoradoChem proposes to use the active ingredients at the top of the back panel as well.
For the rest of the packaging, LoradoChem plans to use the trademark followed by the
phrase, “for Dogs” or “for Cats” to name the product. So the product

names would be “Vetrust for Dogs,” “Vetrust for Cats,” “Vetrust Plus for Dogs,”

and “Vetrust Plus for Cats” in the text of the back panel and on the package insert

as appropriate.

Such economy of wording will help make the back panel more legible for the pet-
owning public,

EPA’s Response: Acceptable, as long as “Vetrust” is changed to another trade name.

(Tentative, pending discussions) Please also increase the font size of the word “dog” or
“cat” to the size of the trademark, consistent with the Agency’s initiatives related to pet
spot-on products.

There is an Inconsistency with the Cat Mono Product Labeling Presentation:
Question: The product for cats which has a single active ingredient of fipronil, has a
slightly different graphic approach on the front panel of the pioneer product.

a.

LoradoChem proposes to change the graphic representation on the Vetrust for Cats
front panel with bullet points as are the other three products. There will be

no change to the wording, the points will just be represented as bullet items as on
the other products.

EPA’s Response: Acceptable (Tentative, pending discussions)

There Needs to be a Suitable Qualifier for the Designation of the Distributor:
Question: EPA asked for clarification on how the responsible party would be identified on

the labeling.

a.

LoradoChem will hold the product licenses for the products. FidoPharm, the parent
company for LoradoChem, will be the sole distributor for the products

under the Vetrust trademark.
The qualifying statement will read, “Available Exclusively from FidoPharm, Inc.” and

show the FidoPharm address.
(\kb‘\ﬁ \ (}.
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¢. The EPA establishment Number included will be that for the production facility
at Cipla in India, and is 87688-INDD-01 which is the Cipla company number,
followed by the country code for India, IND, followed by the facility number.
3 !« d. The EPA registration number will be shown as 86230-1-85495, which will be the
' "~ LoradoChem company number, followed by the appropriate product number,
> ' then followed by the FidoPharm company number, indicating they arc a
distributor for LoradoChem.

EPA’s Respongse: Acceptable 7777 (Tentative, pending discussions)

Addition of the Mosguite Claim on Product Labeling:
¢5/ The mosquito claim is acceptable, provided relevant efficacy data are cited to support this
’
.\"‘-..

claim. (or citc-all}?
Other Labeling Comments:

A. Cat Products:
1. To address dosing concerns:

a. Provide additional dircctions for usc on the largest product size on what to do for
very large animals to prevent consumers from over-dosing or double-dosing very
large cats.

b. Consider adding a lower weight limit to the small cat product label. S\)t_’ﬁQ N C’

2. To address concerns about cat exposure to dog products:
a. Brand names: Incrcase the sizc of the word *cat” 1o the same size as the Brand

Name

3. To address concerns about labeling clarity:
a. Use the word “ONLY” when referring to cat size and age. In addition, this must
appear on the front panel. 5\5:‘@ %\«i )
7 Examples: '
- “For use ONLY on cats 9 Ibs and over”
- “For use ONLY on cats 8 weeks and older”

b. Wecight/Age Restrictions:
Ranges must appear on product vials.

B. Dog Products:
M;i%l ]QDCQL To address dosing concerns:

a. Consider adding a lower weight limit to the small dog product label.
2. 'T'o address concerns about cat exposure to dog products:

/ 4 a. Brand names: Increasc the size of the word “dog” to the same size as the Brand
Name
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3. To address coneerns about labeling clarity:
a. Use the word “ONLY” when referring to dog size and age. In addition, this must
/lo % appear on the front pancl.
Examples:
- “Ior use ONLY on dogs larger than 16 lbs”
- “Foruse ONLY on dogs 8 weeks and older”

I
Y
: b. Weight/Age Restrictions:
Ranges must appear on product vials.

B. Miscellaneons Labeling Comments:

1. In“DFU”, item #3 under “FHow to apply”: Revise the statement “Iry to keep the
product from being applied superficially on the dog’s /cat’s hair” to read “Do not
apply the product superficially to the dog’s /cat’s hair”.

2. Remove statement about surface distribytion or grovide appropriate supporting
data/information to substantiate claim. [ s ¢ /g celc

3. Delete marketing claims that implies the product retains efficacy by accumulating in
the hair follicles.

4. Change all application instructions that state “ﬁdmimstraﬁop‘) to “Apply™. e tﬁ’\ﬂlmn W ﬂ
5

. Delete “exposure to sunlight” from the statcment “Please note that there 15 no need to BE'V
reapply . . . . in those conditions — Ambiguous.
6. Delcte Sdl‘COpllC mange statement (including the multiple apph tlons) or prov i} &
appropriate supporting data/information to substantiaie cIalm
. Include weight and age limits on “Care Card”.&&n&-‘baﬁk,.pancfs &
. Include lower age limits on all dog products, exucpt 40 1b +. Som very largc breeds
can have puppics that approach a 30 Ib weight a8 weeks old. (Check with Kit)

Lol pul v wouds Wb /La/BL
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Multimedia Message Page [ of 1

9082513432

{0:

Bonaventure Akinlosotu
12/09/2010 09:42 AM
Show Details

Dear BA, I'm not sure my first message got through. We will be there. Allending will be Dennis
Steadman, Alex Kaufman and me. See you just before 2 PM, If you need to reach me, call
908.251.3432. Dave

Fla A AT Aanmmanto and Qattinacd R A Linlac T Aanal Qattimnaet TamanlnatacHOTHOLIN L realh AL20 1"};’5 10N



) - i
.-.m,-,‘,_.,,;_»-,-_?' 9082513432 o Bonaventure Akiniosotu 12/08/2010 08:37 AM

Dear Bonaventure . Sorry [ misunderstood about today. On the train now. Who will attend from
EPA? Pleasc send response to davidpetrick(@comeast.net
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Multimedia Message Page 1 of 1

Q082513432

to:

Bonaventure Akinlosotu
12/09/2010 09:34 AM
Show Details

Dear BA, we will be there. Attending for LoradoChem will be Dennis Steadman, Alex Kaufman, and
me. See you a bit before 2 PM. Dave
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LoradoChem inc. Page 1 of 18
December 7, 2010
Registration of LC-2010-2; Fiprenil for Dogs

APPLICATION TO REGISTER LC-2010-1 FIPRONIL FOR DOGS

FOR CONTROL OF FLEAS, TICKS AND CHEWING LICE

OPP Decision Number: D-429489

SUPPLEMENTAL SUBMISSION

ADDITION OF ALTERNATE SOURCE OF ACTIVE INGREDIENT

End-Use Product
EPA File Symbol 86230-E

VOLUME 86230-E-AS-1
ADMINISTRATIVE MATERIALS, CORRESPONDENCE, APPLICATION AND CONFIDENTIAL
STATEMENT OF FORMULA

DATA REQUIREMENTS
40 CFR 152.50

AUTHOR
lain Weatherston, Ph.D.

DATE COMPLETED
December 7, 2010

SPONSOR
LORADOCHEM, inc.
Cira Centre, 12" Floor
2929 Arch Street, Philadelphia, PA 16104-2891

SUBMITTED BY
Technology Sciences Group Inc.
4061 North 156™ Drive Goodyear, AZ 85395
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LoradoChem Inc. Page 2 of 18
December 7, 2010
Registration of LC-201C-2; Fipronil for Dogs

CONFIDENTIALITY CLAIMS
STATEMENT OF DATA CONFIDENTIALITY
Information claimed confidential on the basis of its falling within the scope of FIFRA § 10 (d){1)

[A], [B[ or [C] has been removed to a confidential attachment and is cited by a cross-reference
nuimber in the body of the text.

COMPANY: LoradoChem Inc.
AGENT: lain Weatherston, PH.D.

PN

/ ‘! ! . b . : ,/ﬁ

\‘..Mh""“—-\_.g.::\‘.rh-l'. Y i s tf‘:*‘ Ge b J. %:“, 3! %:J-’/o.
SIGNATURE: —‘1{}‘"&;‘#’\, | Umﬁ-ﬁ%i i e,
TITLE: Senior Mar‘}agihg Consuitant

v

DATE: December 7, 2010
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LoradoChem Inc. Page 3 of 18
December 7, 2010
Registration of LC-2010-2; Fipronil for Dogs

GOOD LABORATORY PRACTICES STATEMENT

The purpose and scope of this report DO NOT FALL UNDER the requirements of 40 CFR 160.
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toradoChem Inc.
December 7, 2010
Registration of LC-2010-2; Fipronil for Dogs

CONTENTS

CONFIDENTIALITY CLAIMS

GOOD LABORATORY PRACTICES STATEMENT

CONTENTS

LETTER OF INTRODUCTION

APPLICATICON FOR PESTICIDE REGISTRATION [Form 8570-1]
PLACE HOLDER PAGE

FORMULATOR’S EXEMPTION STATEMENT [Form 8570-27]
DATA MATRIX {Form 9570-35]

CONFIDENTIAL ATTACHMENT
COVER

CROSS REFGERENCE PAGE

CONFIDENTIAL STATEMENT OF FORMULA

Page 4 of 18

10.

11.
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LoradoChem Inc. Page 50f 18

December 7, 2010
Registration of LC-2010-2; Fiprenil for Dogs

Richard Gebken December 7, 2010
Product Manager, Team 10

US.EPA—OPP-RD-IB

One Potomac Yard

2777 South Crystal Drive

ARLINGTON, VA 22202

SUBJECT: Supplementatl Submission
Addition of Alternate Source of Active Ingredient to the Registration
Package for LC-2010-2 FIPRONIL FOR DOGS

COMPANY:  LoradoChem Inc., Cira Centre 12" Floor, 2929 Arch Street, Philadelphia,
PA 16104-2891.

CONTACT: lain Weatherston, Ph.D ., Technology Sciences Group Inc., 4061 North
156%™ Drive, Goodyear, AZ 85395, [623-535-4060]
iweatherston@tsgusa.com.

PRODUCT: LC-2010-2 FIPRONIL FOR DOGS [86230-E]
CPP DECISION NUMBER: D-429489

Dear Mr. Gebken:

As agent for, and on behalf of LoradoChem Inc,, | submit for expedited review and approval, as
decided at the November 22, 2010 meeting with the Registration Division Director, Associate
Director, OGC attorney and the Branch Chiefs of IB and TRB, an application to add an alternate
source of technical fipronil to the current pending registration for the subject product.

In addition to this tetter, this Volume 86230-E-AS-1 contains:-

A fully executed Application for Pesticide Registration [Form 8570-1]
Formulators Exemption Statement [Form 8570-27]

Data matrix [Form 8570-35]

Confidential Statement of Formula [8570-4]

There is no labet included, since the change of source of technical active ing-ed-ert does nnt
impact the labeling.
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LoradoChem Inc. Page 6 0of 18
December 7, 2610
Registration of LC-2010-2; Fiprenil for Dogs

In addition to the Administrative volume, the submission also includes an abbreviated product
chemistry volume, Volume 86230-E-AS-2 as requested in a telephone call on Friday December
3, 2010 by Dan Kenny after consulting with Shyam Mathur,

Should you require any further information, or have any questions, please do not hesitate to
contact me by e-mail at jweatherston@tsgusa.com or by telephone at 623-535-4060.

/S@Iv,
| mﬁjmwé_, ______

tain Wea erston
Seniok M naging Consultant.
Agent to LoradoChem Inc,
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LoradoChem Inc.
December 7, 2010

Registration of LC-2010-2; Fipronifl for Dogs

CROSS-TEFERENCE NUMBER

DELETED PAGE:

PAGE DELETED:

REASON FOR DELETION:

FIFRA REFERNCE:

PLACE HOLDER PAGE

[1]
Immediately following this page
9

Confidential Statement of Formula

§10{d){1) (c)

Page 8 of 18
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LoradoChem Inc.
December 7, 2010
Registration of LC-2010-2; Fipronil for Dogs

Page 10 of 18

Farm approved. OMB No. 2070-0080, 2070-0057, 2070-0107, 2070-0122, 2070-0154.

United States
Environmental Protection Agency
Washington, DG 20460
Formulator's Exemption Statement
{40 CFR 152.85)

I

Applicant's Name and Address EPA File S_ymbol!RegIstration Mumber
LoradoChem. Inc., Cira Centre 12th Floor, 86230-E
2929 Arch Street, Philadelphia, PA 16104-2891. Product Name

LC-2610-2 Fipronil for Dogs

11/30/2010

Date of Confidential Statement of Formula (EPA Form B570-4)

As an authorized representative of the applicant for registration of the product identified above, | certify that:
{1} This product contains the following active ingredient{s):

Fipronil

us from another person and meets the reguirements of 40 CFR section 158.50{a)(2} or (3).

{(3) Indicate by checking (A) or (B) balow which paragraph applies:

paragraph {1).
OR

accurate and contains the information required on the current CSF.

{4} The following active ingredients in this product gqualify for the formulatar's exernption.

{2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing,
formuigtion or repackaging another praduct which contalns that active ingredient which is registered under FIFRA Section 3, is purchased by

71 (A) An aceurate Confidential Statement of Formula (EFA FORM §570-4) for the above identified product is attached to this statement.
That formuta statement indicates, by company name, registration number, and product name, the source of the active ingredient(s) llsted in

1 {B) The Confidential Statement of Formula {CSF){EPA Form 8570-4) referenced above and on file with the EPA 15 complete, current, an

Source
Active Ingredient Praduct Name Reglstration Number

Fipronil {CAS# 120068-37-3] Fipronil Technical 87¢5C-R

I \“’\
I i N d it Date

- S|gnature M ame and Title

o
WM“QAA’%{& ‘?%&“ .| Iain Weatherston /Sr. Manag. Cslt. 11/30/2010

EPA Forni asmzv {Rev. 068-2004}

./
S

Copy 1~ EPA
Copy 2 - Applicant capy
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L.

Form Approved OMB No. 2070-0060

":-.“‘3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@, 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notles: The public reporting burdgen for this collection of information s estimated to average .25 hours per response for registration activities and 0.25 hours per response for
reregistration and speciaf review activities, including time for reading the instructions and completing the necessary forms. Send commants regarding the burden estimate or any ofher aspect of this coltection of
information, including suggestions for reducing the burden to: Director, OPPE information Management Division {2137), L.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20480. Do not

send the form to this address,

DATA MATRIX

Date 11/30/2010 EPA Reg NoJFile Symbol  86230-E Page1 of 3
Anplicant's/Reaistrant’s Name & Address Product
LORADOCHEM INC., CIRA CENTRE 12TH FLOOR, PHILADELPHIA, PA 16104.2881 LC-2016-2 FIPRONIL FOR DOGS

Ingredient  FIPRONIL

Guideline Reference Nurnber Guideline Study Name MRID Number Submitter Status Mote

830.1550 PRODUCT IDENTITY AND COMPOSITION LORADOCHEM INC OWN V8B230-E-AS-2
830.1550 PRODUCT IDENTITY AND COMPOSITION 48013001 LORADQOCHEM ING OWN BRIDGE
B830.1600 DESCRIPTION QF STARTING MATERIALS LORADOCHEM INC OWN V06230 E-AS-2
830.1600 DESCRIPTION OF STARTING MATERIALS 48013001 LORADOCHEM INC OWN BRIDGE-
830.1650 FORMULATION PROCESS LORADCCHEM INC OWN VEGZ‘SO-E_—AS-Z
830.1650 FORMULATION PROCESS 48013001 LORADOCHEM ING CWN BRIDGE
830.1750 CERTIFIED LIMITS LORADOCHEM INC. OwWN see CBF
830.1800 ENFORCEMENT ANALYTICAL METHOD LORADOCHEM INC. OWN V86230-E-A8-2
8301800 ENFORCEMENT ANALYTICAL METHOD 48013001 LORADOCHEM INC OWN BRIDGE
830.6302 COLOR LORADOCHEM INC OWN VB6230-E-AS-2
830.6302 COLOR 48013001 LORADOCHEM INC OWN BRIDGE
830.6303 PHYSICAL STATE LORADOCHEM INC OWN VBE2A-E-AS.2
B30.6303 PHYSICAL STATE 48013001 LORADOCHEM INC OwWN BRIDGE
830.6304 P ““--.\ OGOR LORADOCHEM INC OWN VBE230-E-A8-2
830 6304 ;-,-"' \ ODOR 48043001 LORADOCHEM OWN BRIDGE
Signature N . | Y | . W Name and Title Date

¢ R“"“‘“*—-’:_?mé;;\“ ‘iﬁ\ju s S - iain Weatherston Sr. Managing Consultant | 1173072010

EPA Form §570-35 {9-97) ?jctrg'nic and Paper versions available. Submit only Paper version. Agancy Internal tise Copy
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Form Approved OMB No. 2070-0060

N UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{\Efg, 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paparwork Reducilon Act Notlee: The public reperling burden for this collection of infermatien is estimated to average (125 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Directar, OFPE Information Management Divisien (2137}, U.S. Environmental Pratection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date 11730/2010 EPA Reg Mo.File Symbol B8230-E l Page2 »f 3
Anplicant's/Registrant's Name & Address Product
LORADOCHEM INC,, CIRA CENTRE 12TH FLOOR, PHILADELPH!A, PA 16104-2881 LC-2010-2 FIPRONIL FOR DOGS
ingredient  FIPRONIL o — - -
Guideline Reference Number - Guidelne Study Name MREID Mumber Submitter Status Note
8306313 STABILITY TO TEMP., METALS & METAL IONS NOT REQUIRED
830.6314 OXIDATION/REDUCTION POTENTIAL LORADOCHEM INC OWN VB6230-E-AS-2
830.6314 OXIDATION/REDUCTION PQTENTIAL 48013001 LORADOCHEM INC OWN BRIDGE
830.6315 FLAMMABILITY LORADOCHEM INC OWN VE6230-E-A5-2
830.8315 FLAMMABILITY AB0130M LORADCOCHEM INC OWN BRIDGE
8306316 EXPLODABILITY LORADOCHEM INC OWN V86230-E-85-2
830.6318 EXPLODABILITY LORADOCHEM INC. OWN BRIDGE
8306317 STORAGE STABILITY LORADOCHEM INC. OWN IN PROGRESS
830.6319 MISCIBILITY NOT REQUIRED
830.6320 CORROSION CHARACTERISTICS LORADOCHEM INC OWN IN PROGRESS
830.631 DIELECTRIC BREAKDOWN CONSTANT LORADOCHEM INC OWN VBEZI0-R-AS-2
830.5321 DIELECTRIC BREAKDOWN CONSTANT 48013001 LORADQCHEM INC OWN BRIDGE
£30.7000 pH LORADCCHEM INC OWN VB5230-R-AS-2
£30.7000 o pﬁ\ 48013001 LORADOCHEM INC OWN BRIDGE
B30.7050 f UVNF:,SIBLE ABSORPTION LORADCCHEM OWN NOT REQUIRED
Signature "~ P, ™ ] \ . Name and Title Date
: i \::& '-.\ @f‘j&"@ﬁt’z@ﬂ}fﬁ’ E e ' lain Weatherston Sr. Managing Consultant : 11/30/2010
EPA Fomn 8570-35 {9-97) Eleciranic an‘(? F‘aper}versions available. Subimit enly Paper version. Ageancy internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTICN AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMEB Mo, 20700050

Paperwork Reduction Act Natice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respanse for registration activities and .25 hours per response for
reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
infarmation, including suggesfions for reducing the burden to: Director, OPPE Infarmation Management Division (2137}, LS. Environmenta! Protection Agency, 401 M Street, SW., Washington, DC 20460. Do not

send the farm to this address.

DATA MATRIX
Date 11302010 EPA Reg NoJFile Symbol  86230-E Page3 af 3
Apglicant's/Reoistrant's Name & Address Product
LORADOCHEM INC., CIRA CENTRE 12TH FLOOR, PHILADELPHIA, PA 18104-2881 LC-2010-2 FIPRONIL FOR DOGS
Ingredient  FIPRONIL o B
Guideline Reference Number Guideline Study Name MRID Mumber Subnitter Status Note
§30.7100 VISCOSITY LORADQCHEM INC CWN VB6230-E-AS-2
8307100 VISCOSITY 48013001 LORADOCHEM INC OWN BRIDGE
830.7200 MELTING POINT/RANGE NOT REQUIRED
830.7220 BOILING POINT/RANGE NOT REQUIRED
830.7300 DENSITY/BULK DENSITY/SPECIFIC GRAVITY LORADOCHEM INC own VB6230-E-AS-2
830.7300 DENSITY/BULK DENSITY/SFPECIFIC GRAVITY 48013001 LORADOCHEM INC OWN BRIDGE
830.7373 DISSOCIATION CONSTANT NOT REQUIRED
B30.7550/60/70 FARTITION COEFFICIENT NOT REQUIRED
830.7840/60 WATER SOLUBILITY NOT REQUIRED
830.7950 VAPCOR PRESSURE NOT REQUIRED

ALl OTHER GUIDELINE REQUIREMENTS ARE SATIFIED BY THE CITE-ALL METHOD OF DATA SUPPORT AND THE LIST OF
COMPANIES SENT OFFER-TQ-PAY { LETTERS IS BRIDGED FROM THE LIST GIVEM IN THE BOCUMENT WITH MRID 48013000
T
4 i ;
” — —
Signature f‘, - Y ?ﬂ/ PR Name and Title Cate
i Wf% ‘}«_@k}«@ﬂa R T LY Bt lain Weatherston Sr. Managing Consultant i 11/30/2010

A

EPA Form 8570-35 (3-87) Electronic and faper

versions available. Submit only Paper version,

3

S

Agency Internal Use Copy
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LoradaChem Inc. Fage Lafl
LC-20108-2 Fipronil for Dogs
Decernber 7, 2010

TRANSMITTAL DOCUMENT

MNAME & ADDRESS OF APPLICANT: LoradoChem Inc.
Cira Centre, 12" Floor
2928 Arch Street, Philadelphia, PA 16104-2891

REGULATORY ACTION INSUPPORT OF WHICH THIS PACKAGE I5 SUBMITTED:

Application to register .C-2010-2 Fipronil for Dogs
QPP Decision Number D-429489

SUPPLEMENTAL SUBMISSION

Alternate source of active ingredient

TRANSMITTAL DATE: December 7, 2010

LIST OF SUBMITTED VOLUMES: VOLUME 86230-E-AS-1
Administrative materials, correspondence, application and
confidential statement of formula

VOLUME 86230-E-AS-2
Supplemental Product Chemistry

COMPANY NAME: LoradoChem inc.
Cira Centre, 12" Floor
2829 Arch Street, Philadelphia, PA 16104-2891

COMPANY AGENT: Dr. Jain Weatherston

' v
, L4 .

Al blzedthe 3 o
‘ Date

AGENT SIGNATURE:

COMPANY CONTACT; Dr. lain Weatherston
Technology Sciences Group Inc.
4061 North 156™ Drive
Goodyear, AZ 85385

Telephone: 623-535-4060
EOmail: iweatherston@tsgusa.com
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FIPROINIL FOR BOGS

Fia yue o tegs o puppies B weeks. pr olfer

VETRUSI™ For Qogs it o rogiced Igetman lor fost gcisen and ksting
sanhed of flecs, ks, <hewing fee, and mesquniaes

Aciive Ingi
Fiprani. ...
I4ER] HEREDIERT
i .. .. .
Corpoie 1 Frontline® Jop Spol sema ottivn ingedient”
REEP OUT OF REACH AF CRUDRER

i CAUTION

YITRUST™ For Dogs acls fasl ond noon ellective, lasting,

woleipiool, and ¢ psy-leuse wraotnanl for contiad of lleos, Tiks,

chewng dice, end mns&uiluu on dogs ond puppies. When yied

ui diregted, VETRUST™ For Dogs enn 41op infastttions of Neos,

liky, thewing lics, ond neiquiroes and Sedp 1o puent

tesinfesolign on dogs ond pupgies, in:luding on beeding,

pragnent ond lacieding Bitches. VETRUST™ Foi Dogs «on slse

oisist 6 conhialling sorcoplic mange infaslolipns,

Speitelh, VETRIST™ Fer Dogs k ks, cornsls and greseess inlestztans of

Hawly emargad edult Nevs puen 1o egg-doying, including flsps

whith sould cousa e elaigy deimptibs,

_Browen Dog ek, 1he dmepicor, Dag hek, the Lone Star fick, pnd the

Dt tiek Teotentiol Eyme diseoseeiorien), of oll stoges;

, Chawing hiee rdasiolions; pnd

- thetquilus.

VOIRUSE™ For Oogs wonloms the octive wredient Fsiend.

~ Fiporal, when zplied o5 dnecled, will ntturobe in hair [olicle:
and skin oit 1 [hen be Leleosed anin ihe conl ond skin, cliowing
Tov fashing conld

P —

1 is o vistolion of Fedejol lnw |n.usa thiz podust in g menna
itanngiztara wilh itg dobcling. Do nat allow children 1o spply this

rodatt, READ EWDIRE LABEL AW ENCLOSED @IRECTIDHY
FFOAE FACH USE CAREFULLY FOLLOW ALL FRECAUTIOHARY
STATEMERTS AND APPLICAELE USE DIRECUENS. FOR LSE QK
DOGS OHLY. 00 NOT USE D RABEITS R GTHER ANTMALS.
Fet topieed epplication only. Apedy VETRUST™* For Dogs 1o dog
ond puppies oged & weeks o1 plder, ndudiag gn bre eding,
pregronl and [aclafing bitches, o5 indicated below lor control a
Frns, ticks, hewing [a, and mmsquiloes.

(i 1o At AR |

Y

1.T0 DXEN PACKAGE: Cut aerass thie op s shewn. Peel down foi|
rampletaly before ramaving pipeite.

1 $nap the tip of the opplitatar owoy frort you as shown.
3_Fort tha day's hoic and ploce the rip of the opplicerar 1o 1.‘|j
<kin fwved bakind the ne:k ond butwaan the shoubders, Ensn
hat e enlite opplication of YETRUST™ For Dogs b canloine
in @ fingle spat on the dog's skin. Ba swre 1o squeeze th
opplirator theaughly 5o thof 1he enlize cantenis ves applied,
Tiy o baep the product From being agphied superhiolly on the
dug's hoir, Uss ordy one opplicatar pipaife dwing enc i ireatneni}
Do it fouch he oreo whers tha opglicalind wos inade unnl i 5 did
VETRUST™ For Dogs moy olso assist v rontralling sorcoptic mange
irdestodons thinugh muliipla oppdicalions Boch k. 1

A !
Hleos: Accoydng to iseonhs studims, adult Neas aig killed o up b tlnagf
manlhs fallowing on nﬁpﬁturm f beannd 11, howeest, your dog ot
puppy i susrapfible ba lleo alleigy deimatdis, or < you beheee here if
olisk ol rntestolion, it is ecommended 1o rapply once avery manth.
Ticks: Each applicorina kills ficks tor ane month ar longer. Fu basd
wwntigl ¢l tiaks, apply orez every meh .
Chawing Lita: Ench opplicalion kills chawing liee 121 one month 0'1
funger. For basl contial of chewing hea, opply anee ea21y manih].
Do nal reapply YETRUST™ far Bogs for thlity £30] doys.
Flacga nole that theet is 2o naed 1o reapely Fallowing o dog's

¢ *YENDOR/SUPPLIER IS RESPONSIBLE FOR VERIFYING ALL TEGHNICAL INFORMATION,
+ DRUG FACTS, UPC CODES, ITEM CODES AND FINAL DIE LINES.

o wOtkr im~gizion, 95 hgion
Irons.

Expasule f sunlg, Dothin
1Em 0ifs ¢Hfsel e in those co;

Staroga_ $ope wised opplieatinn pipettes in the priginl < (d-resslgar
tonreinel ond ouker baz cafy, gut nT wech of chidre ond anfinals.
Pestitide Qisposol. M qoetty lled: Coll pour doged solid woste
n;enra o 1-EOD-CLEAYUP for disposal ingteuttions. Hever plnce
whuzed pradutl dewn ony mdva o eideo diaim,

*ConfaIner Blsposal. Honiefoble rontoine, IF smply: D2 nat ieuze
this conlainer. Hnce in oHer for regycliag i penidoble,

Trove the prodwit contonel o Babel with yaw whe calling & poisan
werdral centey o dogier, g il going For reptment.

I Swallowa: lmmediately coll o paraa canmal cener or doctor For
\reatmant povice. Hote Fe parson sig o goss of worer if oble
st gwallow. Do noi indyje vomiting wnless lojd to de so by the
* paisor tontial center o dactar, On nat ive onything by mouth ta
N YA{OAStios parson.

fF ie, Eyns: Hald eyn open ond rinsa slawly and genily with water
lea 1520 minutes. Remove covaer denses | gresent, efter the
Firs1 § micwles, e conting# rinsing. Coll o poison cantral cenfer
t Saiter far neciment advie,

|i| on 5k1a: Rinse skin with plenty of soag and worer. Get rediced
Jetteation if iiritotion parsisls.

Hazords 1o llymans, Coutian.
Homful F senlinasd. Couses spe inilalicr,.

Keod gnntaer with skin,
i eyus, or elathing. #osh thoioughly with seap and water dber hondling.
i Hazozds 1o Qomesife Anfmols.

For euteinsd use aaly. Do nor use on pupgies under & weeks of oge.
|Sensitinhizs may oegur oller vsing ANY pesnitids modu) Far pets,
hil¢ tngarary irrilorion af tha apphieotion oreo may oo, 0
as of onlineed semsittnly oitor, coarul e wblenfonon
“immedialely, $hould pny ynuzeol reodrons o the appi<ation oceur,
.o nol reapply belore consuling with a vetejisoran Cedain
s medicolians con infeisct with pasticides. Canselt with youe
wtaninerian belare vsing this greduct on redicoted, debilitored, or
nged dogs. Colf 1-&5&-'.‘08-“& lor Z4-hour osistonce.

Physicnlor B
Flammanble: kzzp away fram heot and apen Aoine
Treatment 0| o
Sires of Taggm _
VETRBST™ Far Dogs omes i low dilleren) heotnents far
dilteisntsized dags ond operss #ight 481 weshs ar older

g tg 22 s

- 7510 4k lhs.

« 45 o 39 Ibs.

« 89 1o 132 ke
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Sublabel C: Labeling on the Child Resistant Package

Top of ltdding foil:
Company Name:

Product Name:

Graphic picture of the pipette

Instructions;

Species and amount:

1.0t number:

Dotted line with representation of a scissors
FidoPharm

VeTrust™ for Dogs

To Open Package:

Cut across the top
as shown.

Peel down foil

completely before

removing pipette.

Dog 22 —0.023 fl. oz.
or

Dog 44 — 0.045 fl. oz.
or

Dog 88 - 0.091 fl. oz.
or

Dog 132 - 0.136 fl.oz.

Lot No: XXXX

79
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Sublabel D: Labeling on the Pipette

Neck of pipette: Contains: fipronil (9.7%)
Body of pipette: FidoPharm
0.023 fl. oz.

VeTrust™ for Dogs

For Dogs up to 22 lbs.

Keep out of reach of clilldren

See fuil label for

Additional directions

Caution

EPA Reg. No 86230-E-85495
Or

FidoPharm
0.045 11, oz
VeTrust™ for Dogs

For Dogs up 10 23-44 1bs.

Keep out of reach of children

See full label for

Additional directions

Caution

EPA Reg. No 86230-E-85495
Or

FidoPharm
0.091 {l. oz.
VeTrust™ for Dogs

For Dogs up to 43-88 Ibs.

Keep out of reach of children

See full label for

Additional directions

Caution

EPA Reg. No 86230-E-85495
Or

FidoPharm
0.136 fl. oz.
VeTrust™ for Dogs

For Dogs up to 89-132 Ibs,
Keep out of reach of children
See full labe] for

Additional directions

Caution

EPA Reg. No 86230-E-85495



18
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Page 1 of 1

FW: COMPLIANCE CARDS
David Petrick

to:

Bonaventure Akinlosotu
12/07/2010 01:02 PM

Ce:

Richard Gebken, Marion Johnson
Show Details

Dear BA,
Here is the final emait.
These represent the final proposed 4 compliance cards we would fike to include in the cartons.

There is information to appear on the hack of the CR package/blister, and the back of the pipettes. The wording on both
of these has not changed from the original stbmissions back in tate February and earty March. f you want me to send
this along, just let me know and | will do so.

i have also included the note | sent to you that outiined our thoughts on why our proposals wouid be in compliance with
EPA directives and guidance.

Please let me know if you need anything efse, or need additional ciarity.

You can reach me at 267.757.3613 or on my mobile at 908-251-3432.

Thanks again for all the help. Settling on the labeling will really be a huge help to us!
Best Regards,

Dave

David M. Petrick, VMD, JD

Vice President Regufatory Affairs

Velcera, Inc. - Breaking through to improve pet medicine
777 Township Line Road

Suite 170

Yardley, PA 15067-5508

Telephone: 267-757-3600

FAX: 267-757-3601

email address: dpetrick@velcera.com

Confidentiafity Notice: This emol! tronsmission fond the attachments occompanying it} may contain confidential infarmotion belongoing to the sender which is protected. The
information is intended only far the intended reclplent(s). If you are not the intended reclpient, you ore hereby notified that any disclosure, copying, distribution ar toking of any
action in relieonce of this information Is prokibited. If you hove received this transmission in error, plecse notify the sender immediately by reply emall and destroy all copies of
this tronsmission.

From: Alex Kaufman

Sent: Thursday, November 11, 2010 10:06 AM

To: lain Weatherston

Ce: David Petrick; davidpetrick@comeast.net; Bennis Steadman
Subject: COMPLIANCE CARDS

- .
! E Logo at 25%
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@ g RE: FW: Labeling
SR David Petrick to: Bonaventure Akinfosotu 12/07/2010 05:14 PM
it Ce: "lain Weatherston", Marion Johnson, Richard Gebken

Dear Zcnaventure,

Attached are four files for your inclusion in the labeling for the 4
LoradoChem products, 86230-R, B6230-E, 86230-G, and 86230-TU. These will
replace the original 'Master Labeling" originally £filed, and do represent
wording for each size of product to be presented for sale. These are Text
versions, as originally submitted

I am including here Sublabels C and I {as described in the original
applications) £for each of the products. These are to be the final draft
versions LoradoChem is submitting for review and approval. Consgistent with
the plate labels that you have, these use FidoPharm in the labeling.

Y <
Products B6230-R, the monc cat, and 86230-FE, the comboe cat have the
information pregented for both the CE package and the pipette. There is only
cone size for each of these preducts.

e /

Products 86230—?, the mone deoyg, and 86230-U, the combo deg alsc have
information presented for the CR package and the pipette. Because there are 4
sizes propesed, the Sublabels C and D show alternate wording to accommodate
the wvarious sizes for the Dog, up to 22 1lbs., 23-44 1lbs., 45-88 1lbs., and
89-132 1lbs.

Please let me know if vyou have any additional guestions.

David M. Petrick, VMD, JD
Vice President Regulatory Affairs

Velcera, Inc. - Breaking through to improve pet medicine
777 Township Line Road

Suite 170

Yardley, PA 13067-5508

Telephone: 267-757-3600

FAX: 267-757-3601

email address: dpetricka@velcera.con

Confidentiality Notice: This email transmission (and the attachments
accompanying it) may contain confidential information belongoing to the sendex
which is protected. The information is intended only for the intended
recipient(s). If you are not the intended recipient, you are hereby notified
that any disclosure, copying, distribution or taking of any action in
relieance of this information is prohibited. If vou have received this
transmission in error, please notify the sender immediately by reply email and
destroy all copies of thisg transmission.

————— Criginal Message-----

From: Akinlosotu.Bonaventure@epamail.epa.gov |
mailto:akinlosotu.Bonaventure@epamall.epa.gov]

Sent: Tuesday, December 07, 2010 3:21 PM

To: David Petrick

Ce: Iain Weatherston; Johnson.MarionZepamail.epa.gov;
Gebken.Richard@epamall.epa.gov

Subject: Re: FW: Labeling

Hi Dave:
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Since the "wording for the back of the CRP blister and the back ¢of the
pipette" are part of the "Master Labeling", I suggest you re-send the

exact wording. Per oy earlier convergation with you, we have seaveral
vergsions of the different components of the labeling.
Thx, B.A

Bornaventure Akinlosotu, PhD

EPS - Regulatory Scientist

U.S. Environmental Protectiorn Agency

Qffice of Chemical Safety and Pollution Prevention
OPP/RD (Mail Code: 75057)

1200 Pennsylvania Avenue, NW

Washington, DC 20460

Physical Address
One Potomac Yard
2777 Crystal Dr.
Arlington, VA 22202

T03-605-0653
akinlesotu.bonaverture®@epa.gov

Thig email may conitain material that is confidential, privileged, and/
or work product for the sole use of the intended recipient. Any review,
reliance, distribuition by others, or forwarding without express
rermigsion is strictly prohibited. If you are not the intended
recipient please contact the sender and delete all copies.

From: "David Petrick" «<dpetricke@velcera.com>
To: Bonraventure AkinZosgotu/DC/USEPA/US@EPA
Cc; Richard Gebken/DC/USEPA/US@EPR, Marion Johnson/DC/USEPA/US@ERA,

*Tain Weatherston"
<IWeathnerston®@TSGUSA ., COM>»

Date: 12/07/2010 02:59 PM

Subject: FW: Labelirng

Dear Bonaventure,

T did want to remind you that the wording originaily submitted for the
back of the CRP blizter and the back of the pipette still are to be used
in the labeling for the 4 products. This is as I stated in the last of
the three emails sent to you earlier. If you want copies of thkose

provided as well, just let me know and I will email them to you.
Best Regards,

Dave
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David M. Petrick, VMD, JC
Vice President Regulatory Affairs

Velcera, Inc. - Breaking through to improve pet medicine

777 Towaship Line Read

Suite 179

Yardley, PA 19067-5508

Telephone: 267-757-3600

FAX 267-757-3601

email address: dpetrick@velcera.conm

Confidentiality Notice: This email transmigsion {and the attachments

accompanying it) may contain confidential information kelongoing to the
sender which is protected. The information is intended only for the

intended recipient({s). If you are not the intended recipient, you are
rereby notified that any disclosure, copylng, distribution or taking of
any action in relieance of this informaticn is prohibited. If vyou have

recgeived this transmission in error, please notify the sender
immediately by reply email and destroy all copies o©f this transmission.

From: David Fetrick

Sent: Tuesday, December 07, 2010 2:48 2M

To: Akinlosotu.Bonaventure@epamall.epa.gov

Cc: ‘gekbken.richard@epa.gov'; Johnson.Mariongepamall.epa.gov; 'Tain
Weatherston'

Sukject: Lakeling

Dear Bonaventure,

As vou recuested in vour veoicemaill, this is to confirm that the emails
sent to vou earlier teoday represent our final revisiens in our vroposed
labeling for the ¢ LoradoChem products. They are intended to replace
the original Master Labels that were initially submnitted, as well as all
other lakeling that was submitted up to this point.

Please let me know if you need further clarification.

Rest Regards,

Dave

David M. Petrick, V™MD, JD
Vice President Regulatory Affairs

Velcera, Inc. - Breaking through o improve pet medicine

777 Township Line Road

Suilte 170

Yardley, PR 18067-5508

Telephone: 267-757-3600

FAX: 267-757-3601

emaill address: dpetrick@velcera.com

Confidentiality Notice: This email transmisgion (and the attachments

accompanying it} may contain confidential information belongoing to the
sender which ig protected. The information is intended only for the

intended recipient(s). If you are not the intended recipient, vyou are
hereby notified that any disclosure, copying, distribution or taking of
any action in relieance of this information is prohikited. If you have

regelved this transmission in erxror, vlease notify the sender
immediatelyv by reply email and destroy all copies of this transmission.
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LoradoChem Inc.
December 7, 2010
Registration of LC-2010-2; Fipronil for Dogs

o read o befars completi .

United States

EPA

Environmental Protection Agency
Washington, DC 20480

Registration
Ameandment

Other

Page 7 0f 18

OPP identifisr Number

Application for Pesticide - Section |

1. Company/Product Number

2. EPA Product Manager

3, Propaosed Classification

86230-E RICHARD GEBKEN
4, Cormnpany/Product (Name) PM#
LORADOCHEM INC. / LC-2010-2 FIPRONIL FOR DOGS 10

Nona 1 iRastn’ctod

5. Nam# and Address of Applicant (lrclude ZIF Code)

LoradoChem inc., Cira Centre, 12th Floor,
2929 Arch St., Philadelphia, PA 16104-2871

[:] Check if this is 8 new address

to:
EPA Reg. No.

6. Expedited Reveiw. in accordance with FIFRA Section 3(c}{3)
(b)), my product is similar or identical in cemposition and labeling

Product Name

Section - ll

Amendmant - Expiain balow.

D Resubmissian in response to Agsncy lattar dated

El Notification - Explain below.

L]
[]
L

Agency istter dat

Fing! printed labeis in repsonss to

ad

"Mea Too™ Application,

Qther - Explain batow,

applicant and Lois Rossi.

Explanation: Use additional paga{s} if nacessary. {Far section | and Section Ii.)

Submission of altarnate source of fipronil active ingradient ta expedite the end-use product approval as agrsed to at the November 22, 2010 between the

Section - il

1. Material This Product Wili Ba Packagaed In:

Child-Resistant Packaging Unit Packaging

Water Soluble Packaging

2. Typa of Containar

Matal

Plastic

7] Yes Yes
No No
. If "Yuos" Ma. per
* mﬁm must Unit Packaging wgt. containar
ba submitted

Y¥as

No
If "Yas" Na, per
Package wgt container

i |

Glase
Pagpor

OCther (Specify)

3, Location of Net Contents Infarmetion

L Labsl [__J Containsr

4. Sizels) Ratail Containar

5. Location of Labal Diractions

b_:]

&. Mannar in Which Label is Affixed to Product E l
Paper

Lithograph

U Other

lued

Stenciled

Section - IV

1. Contact Point {Comgplete items directiy helow for identification of individual to be ¢o

[

ted, if

¥ to pr

.}

this app

Name Title Telephane No, {Include Arsa Coda}
TAIN WEATHERSTON SENIOR MANAGING CONSULTANT 623-535-406
Certification 6. ['ste ~ppiioation
| cartify that the stataments | have mads on this form end all attachmants thersto are true, accurats and complete, Aeuoivad
Jl'é'éi:;—o;;rrogge that any knowlinglly felse or misiseding statement may ba punishabla by fine or imprisonmant o¢ {(Stampad)
¢ both under ppplicabls Jaw.
2, Si:ﬁqa_turﬂ jﬂ ) ; % oy i s f . 3. Titde
R B VO N TN Aﬁ%dm%% L Sh .| SENIOR MANAGING CONSULTANT
4, Typed Hama 2 / 5. Dats
IAIN WEATHERSTON November 30, 2010
EPA Form 8570-1 {Rev. 3-24) Pravious aditions are obsciete, White - EPA Flle Copy {origins) “Yellow - Applicant Copy
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LoradaChem Inc.
November 30, 2010
Registration of LC-2010-2; Fiprenil for Dogs

APPLICATION TO REGISTER LC-2010-2 FIPRONIL FOR DOGS

FOR CONTROL OF FLEAS, TICKS AND CHEWING LICE

ADDITION OF ALTERNATE SOURCE OF ACTIVE INGREDIENT

End-Use Product
EPA File Symbol 86230-E

VOLUME 86230-E-AS-1CA

CONDIDENTIAL ATTACHMENT

DATA REQUIREMENTS
40 CFR 152.50

AUTHOR
lain Weatherston, Ph.D.

DATE COMPLETED
November 30, 2010

SPONSOR
LORADOCHEM, Inc.
Cira Centre, 12" Floor
2929 Arch Street, Philadelphia, PA 16104-2891

SUBMITTED BY
Technology Sciences Group inc.
4061 North 156" Drive Goodyear, AZ 85385
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LoradoChem Inc.
November 30, 2010

Registration of LC-2010-2; Fipronil for Dogs

CROSS-TEFERENCE NUMBER

DELETED PAGE:

PAGE DELETED;

REASON FOR DELETION:

FIFRA REFERNCE:

CROSS-REFERENCE PAGE

[1]
Immediately following this page
9

Confidential Statement of Formula

§ 10 (d){1) {c)

Page 2 of 3
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Page 1 of 2

FW: CARTON Labeling Mone and Combo
David Petrick

to:

Bonaventurc Akinlosetu

12/07/2010 12:49 PM

Cc:

Richard Gebken, Marion Johnson

Show Details

Dear BA,
Thanks for the call.

| am sending three emails to you with the materials from Alex which were sent to {ain on November 11 These
copies represent our last drafts for EPA review and consideration.

This first email has the cartons/boxes. These are the boxes for the various mone and combo products.
Twa maore will follow, to be sure thee will be no problem in receiving them.

Dave

David M. Petrick, VMD, JD

Vice President Regulatory Affairs

Velcera, inc. - Breaking through to improve pet medicine
777 Townshig Line Road

Suite 170

Yardley, PA 19067-5508

Telephone: 267-757-3600

FAX: 267-757-3601

email address: dpetrick@velcera.com

Confidentiality Motice: This emall transmission (and the attachrments accompanying it] may contoin canfidential information belargoing ta the sender which is
protected. The infermation is intended ondy for the intended recipient(s). if vou are nat the intended recipient, you ore hereby notified that any disclosure, copying,
distribution ar taking of any gotion in reliegnce of this informotion s prohibited. If you have received this transmission In error, please rotify the sender immediotely
by reply ernoif ond deseray ofl coples of this transmission.

From: Alex Kaufman

Sent: Thursday, November 11, 2010 9:57 AM

To: Iain Weatherston

Cc: davidpetrick@comcast.net; David Petrick; Dennis Steadman
Subject: CARTON Labeling Mono and Combo

lain:

All files non-zipped.
Sending:

First e-mail CARTONS
Second email INSERTS

Third e-mail COMPLIANCE CARDS

Call with any guestions

file://C\Documents and SettinosiBAkinlogtL.acal Settinod Temninatee RORCTEF - avehnsdd 1989010



Page 2 of 2

Regards

Alex

[x] Logo at25%
i
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Page 1 of !

LoradoChem

lain Weatherston

10:

Marion Johnson

11/19/2010 12:00 PM

Ce:

Richard Gebken, davidpetrick
Show Details

Maricn:

This is a follow-up to our voicemail exchange of yesterday {actually your call was on Wednesday) and my call to
yvou a few moments ago. Afthough { understand the workings of the PRIA categories and the PRIA approval date,
neither I nor the client knew that the dates were “controlled by computer” and that the failure of another date
being entered would automatically move the products out of the queue. Since the PRIA date is “in dispute” and
the subject of a meeting between the client and the Director of QPP {at which you will be present) — the offering
of a renegotiated PRIA date until after the meeting seemed appropriate.

If you believe that we should not wait until after the meeting, and it is not too fate today — then { have been
instructed to accept the February 17, 2011 as the renegotiated PRIA date provide there is an understanding that
this date is not satisfactory to LoradoChem and that another PRIA date renegotiation will take place after the
Monday meeting with Lois.

Regards,

lain

Fila AN A imante and SQettinadiraahl-anil Anal Qattimact Tamnbsatac TIMROTEL wrralaNS 8D 11 .-"92!\1(‘.



Page 1 of 1

LORADOCHEM PRODUCTS RENEGOTIATED PRIA DATE
Iain Weatherston

to:

Richard Gebken

11/17/2010 11:59 AM

Cc:

Marion Johnson, Dan Kenny, Bonaventure Akinlosotu

Show Details

Richard:
Regarding the date of November 17, 2010 as the PRIA date for the four LoradoChem products, this came as a

surprise to me because aithough you offered this date in a telephone call with me on September 3 and accepted
the same day by LoradoChem, however,

at the September 14 meeting you stated that the November 17” date was a “fuzzy” date because when you
offered it you were not aware of the CRP issues, and the November 17 date was now "“off the table.” Moreover,
in a letter dated October 8, to Diane isbell in the Director’s office {copied to Debbie McCall and Marion lohnson)
| did propose a date of November 30 to which | have not received a reply.

At this time my client does not wish to accept February 17, 2011 as a renegotiated PRIA date since they are
meeting with Lois Rossi on Monday November 22. Amongst the agenda items for this meeting are the Agency’s
handling of the CRP issues, a commitment regarding the product labeling, the issue of technical approvals and
the negotiation of a solid PRIA date. Very shortly after the Monday meeting | will write to you on behalf of
LoradoChem proposing a new PRIA date that has come out of discussions at the meeting.

My client remains committed to working with the Agency to reach a satisfactory resolution of the issues
affecting their application for registration,

Regards,
lain

file-/IC\Nnearments and SettinesiroehkeniT.ocal Settines\TemninotesFCRCOERw-webhN981 . 1 U’)@.Bﬂl 0



Product Performance Data Evaluation Report
By Kevin J. Sweeney, Senior Entomologist, Insecticides Branc

Date: November 15, 20190 \ f' O
Reviewer: Bonaventure Akinlosotu | l {/ !')
Product: LC-2010-2 Plus Fipronil for Dogs

EPA Registration No.: 86230-2 (E)

PM: Richard Gebken, PM 10

Action: R310

Decision: 429489

DP No: 383777

OPPTS Guideline: §10.3300

Insecticides: 9.7% fipronil (PC code 129121}

App rate: apply in accordance with dog weight class ranges listed on label.

Formulation: RTU spot-on

GLP studies: studies were cited from a similar product — EPA Reg. No. 65331-3

Pests: fleas, ticks, sarcoptic mange (scabies) mite, chewing lice

Use pattern/application rate: Spot-on to dog. Apply to one-spot between shoulders.

Request: Label review and data citation to add the claim” Kills Mosquitoes”,

Entomologist’s Recommendation:

1. The cited product and “cite-all” method to fulfill the product performance data requirement are
acceptable and support the addition of the claim: “Kills Mosquitoes™.
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November 2, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

TECHNOLOGY SCIENCIS GROUP, INC.
LORADOCHEM, INC.

CIRCA CENTRE, 12TH FL.LOOR

4061 NORTH 156TH DRIVE
GOODYEAR, AZ 85338-

Report of Analysis for Compliance with PR Notice 86-3

Thank you for your submittal of 28-OCT-10. Our staff has completed a preliminary
analysis ol the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with
Master Record ID's (MRIDs) assigned to cach document submitted. Pleasc usc these nmumbers in
all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, pleasc raise them with the cognizant Product
Managcr, to whom the data have been released.
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482788.00

Technotogy Sciences Group lne.
Wesetarn Division

4051 North 156™ Drive

Goudyear, AZ 85338

Phone: (623} 5354060

E-Mai: iweatherstorn@tsgusa.com \
o T
lain Weatherston, Ph.D. gﬂﬁ
i
N

Senior Managing Consultant

ey
e\
Richard Gebken October 1, 2010 :
Product Manager 10, i . P .
U.S. EPA—OPP—-RD - IB b Ry 1wl )2570
One Potomac Yard E e -e
2777 South Crystal Drive

Arlington, VA 22202

SUBJECT: Resubmission of CRP Senior Panel Datg in support of the registration of
L.C-2010-1 {Fipronil for Gats); LC-2010-2 {Fipronil for Dogs); LC-2010-3
(Fipronil & S-Methoprene for Cats) and LC-20104 (Fipronil & S-Metho-
prene for Dogs).
Submission of CRP Senior Panel Data and Child Panel Data in support of
the registration of LC-2010-2 (Ftproml far Dogs) and LC-2010-4 (Fiproni
& S-Methoprene for Dogs). !

COMPANY: LoradoChem, inc., Cira Centre, 127 Fioor. 2929 Arch Street, Phitadeiphia,
PA 18106-2891.

CONTACT: iain Weatherston, Ph.D., Technology Sciences Group Inc.
(contact information as per letterhead)

PRODUCTS: File Symbo! 86230-R (LC-2010-1 Fipronii for Cats)
86230-E {1.C-2010-2 Fipronil for Dogs)
86230-G (1.C-2010-3 Fipronil & S-Methoprene for Cats)
86230-U (LC-2010-4 Fipronit & S-Methoprene for Dogs)

Dear Mr. Gebken:

LoradeChem inc., wish to thank you again for the meeting held on September 14, 2010 to
discuss issues with the previously submifted CRP data and the need to submit both child and
senior pane] data for the 0.023 fl.oz. dog product pipeties.

In the accompanying submissions we will address each study review as discussed by EPA on
September 14, 2010, using the MRID number identified in the review. We have approached the
reply in the following way. Where EPA identified parficular raw data sheets where a clarifying
photograph was requested, we have placed a copy of the photograph with the expanded
description directly behind the raw data sheet [n addition, each of the added photographs has
been included in an Appendix to the full study report. The photographs are all on separate
pages and are identified by the package number from the raw data sheet. Other specifics wil
be addressed in the summary for each MRID Number from the EPA reviews.
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R. Getken

CRP Resybmission of CRP Gata
Cotober 2010

Page 2,

1. MRID 480057-03 (Study Number GLM 1G052). The four packages which were deemed {o
be inconclusive; packages 18, 48, 45, and 80, now have an explanatory page and a photograph
of the opened packages included in the report. In addition, as explained above, these 4
explanatory pages and photographs are included as Appendix 1 at the end of the report for the
convenience of review. There is no change to the data analysis or to the final report.

2. MRRID 480130-02 (Study Number GLM 10058): The four packages which were deemed lo
be inconclusive; packages 57, 71, 88, and 99; now have an explanatory page and a photograph
of the opened packages included in the report. [n addition, these 4 explanatory pages and
photographs are included as Appendix 1. There is no change to the data analysis or fo the final
report.

3. MRID 480130-03 (Study Number GLM 10053). EPA indicated that there were 75 pages of
raw data sheels missing in the copy that was presented fo the reviewer. We apologize for this
arror in copying, and we have made certain that the omitted pages are included now. In
addition, there was an error identified in the review concerning a calculation error for a 54 year
old female that was reported as 55, A new subject was added and a new data sheet was added
to the report directly behind the original one. This is related to Package 36. The new subject
data sheet is 50 nofated. In addition, based on the meeting of September 14, 2010, and the
raviews of the other studies, any raw data sheets that had a comment that might be viewed as
“inclusive” now have explanatory pages and photographs added directly behind the raw data
sheel. These explanatory pages and photographs are also included as Appendix 1 at the end
of the report.

There is no change to the data analysis since the new subject was also a “pass,” but a new
report has been included to account for the error made in the age distribution.

4. MRID 480130-04 (Study Number GLM 10057): The six packages which were deemed to be
inconciusive; packages 1, 15, 44, 48, §4 and 80; now have an explanatory page and a
phatograph of the opened packages included in the report. in addition, these 6 explanatory
pages and photographs are included as Appandix 1. There is no change to the data analysis or
to the final report.

5. MRID 480132-03 (Study Number GLM 29081); The four packages which were deemed to be
inconclusive; packages 14, 84, 80, and 83, now have an explanatory page and a photagraph of
the opened packages included in the report. In addition, these 4 explanatory pages and
photegraphs are inciuded as Appendix 1. There is no change to the data analysis or to the final
report.

8. MRID 480131-03 (Study Number GLM 29087}. The eight packages which were deemed {¢ be
inconclusive; packages 14, 20, 24, 28, 43, 82, 87, and 92; now have an explanatory page and a
photograph of the opened packages inciuded in the report. In addition, these 8 explanatory
pages and photographs are included as Appendix 1. There is no change to the data analysis or
{o the final report.

7. MRID 48013104 (Study Number GLM 29088). The three packages which were deemed to
be inconclusive; packages 27, 52, and 77; now have an explanatory page and a photograph of
the opened packages included in the report. An additional observation was made concerning a

remark on the raw data sheet that stated, "water leaking into cavity before she opened,” and a
R. Gebken
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CRP Resubmission of CRP Dafa
Coefoper 2010
Page 3,

further clarification has been provided. In addition, these 4 explanatory pages and photographs
are included as Appendix 1. There is no change to the data analysis or to the final report.

8. MRID 480131-02 (Study Number GLM 28088): The four packages which were deemed {0 he
inconclusive; packages 27, 38, 62, and 95; now have an explanatory page and a photograph of
the opened packages included in the repert. in addition, these 4 explanatory pages and

photographs are included as Appendix 1. There is no change to the data analysis or to the finai

report.

As noted in the EPA review, data had not been provided on the smallest pipette size with the
second fill volume which will be used for the Smallest Dog presentations — referred to as Dog
22, since this package size is to be used for dogs up 1o 22 pounds in body weight. As
requested by EPA, studies have been conducted for children and senior adult panels for both
the teal and the purple color pipettes. These four study reports and raw data shests are
inciuded in this submission as well. These are GLM Studies GLM 10230, Teal Dog 22 3-cards,
and GLM 10177, Purple Dag 22 3-cards. Please note, following the practice used inthe 8
previously submitted studies, if the raw data sheel identified a pass that had similar resuits as
befora that might cause them to be classed as “inconclusive,” a photograph is included directly
behind the raw data sheet. These photograph pages were not included as an Appendix since
these reports have not been seen before, The resuits in these child and senior adult panels as
expected, are similar to the results seen in the first set of 16 studies.

Please be advised that as requesied in the review ang at the meeting, the storage section of the
Jabels for the praducts will be amended to read, “Store unused application pipettes in the
original unopened child-resistant container and...” as appropriate. In a subsequent meeting at
EPA on Sepiember 23, 2010, additional comments were made concerming the labels for the
various products. As several changes are being discussed, amended labels may be filed
shortly. It any event, coples of the {abels will be provided to insure the CRP reviewer can see
the changes as reguested have been made.

LoradeChem has made a good faith effort to work with the Agency to resolve and dlarify ina
most expeditious manner the stated issues with the initial CRP submissions, Tha company
trusts that the Agency will reciprocate in negotiating a new PRIA date in the month of November
2010,

laint Weatherston
Agext for LoradoChem
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TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

LoradoChem, inc.
Cira Centre, 12" Floor, 2629 Arch Street
Phitadeiphia, PA 18104-2891

REGULATORY ACTION:

Submission of the supplemental information 1o support the regisiration of LC-2010-2 Fiproni
for Dogs (EPA File Symbol: 86230-&).

TRANSMITYAL DATE:

OCotober 1, 2010

LIST OF SUBMITTED STUDIES:

MRID VOLUME GUIDELINE

NUMBER NUMBER EPA STUDY TITLE NUMBER
48278801 86230-E-3-8  LG-2010-2 Fipronil for Dogs Non-guideline

"48278802

48278803

) 48278804

48278805

86230-E-4-5

86230-E£-5-8

86230-E-8

86230-E-10

Child Resistant Packaging Testing
Senior Panet Study No.: GLM 100585

LC-2010-2 Fipronil for Dogs
Child Resistant Packaging Testing
Senior Pane! Study No.: GLM 100535

L C-2010-2 Fipronil for Dogs
Child Resistant Packaging Testing
Senior Panel Study No.: GLM 100575

LC-2010-2 Fipronil for Dogs
Child Resistant Packaging Testing
Senior Panel Study No.: 161778

LC-2010-2 Fipronii for Dags

Child Resistant Packaging Testing
Child Panel Study No.: 10177C

Page 1 of 2

Non-guideline

Non-guideling

Non-guidetine

Nor-guideline
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COMPANY NAME:
COMPANY OFFICIAL:

COMPANY CONTACT:

LoratdoCheny, inc.

L Weaxlent

fa@in Weathmon, Senior Regulatory Consultant

lain Weathagston, Senior Regulatory Consultant
Technology Sciences Group, Ine.

4081 N 156" Drive

Goodyear, AZ 85395

{623) 535-4060

Page 2 of 2
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Technology Sciences Group Inc.

Western Division

4061 North 156" Drive

Goodyear, AZ 85338

Phone: (623} 535-4060

E-Mail: iweatherston@tsgusa.com

lain Weatherston, Ph.D.
Senicr Managing Consultant

Ms. Diane Isbell

Special Assistant

U.S EPA-QOPP-RD
One Potomac Yard

2777 South Crystal Drive,
ARLINGTON, VA 22202

COMPANY CONFIDENTIAL
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Diane isbell
CRP/PRIA issues
QOuatober 2010
Page 2.
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Digne Isbel
CRP/PRIA Issues
October 2010
Page 3
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Diane {sbeil
CRPPRIA Issues
October 2010
Page 4
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Diane ishett
CRP/PRIA [ssues
Cctober 2010
Page &
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Diane Isbal!
CRP/PRIA {ssues
Qctober 2010

[ tyin, Mt

cc\  Debra McGall , Branch Chief (TRB)
Mation Johinson, Branch Chief (IB)

COMPANY CONFIDENTIAL
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Linjted States

Environmental Protection Agency

Washington, DC 20460 v

Registration

OPP identifiar Humbar

Amendment

Other

Apphcaﬁon for Pesticide - Section |

1. Company/Product Number

R

(86230 .

2. EPA Product Mansger
Richard Gebken

3. Proposed Classificatian

4. CampanyiProduct {(Neme}

- o
Rty

LaradoChem inc. / LC-2010-2 Fiprani for Dogs

PMIF
10

E’Juom D Restrictsd

5. Mame and Address of Applicant finclude ZIP Codel

LoradoChem inc., Cira Centre 12th Floor, 3929 Arch
Street, Philadelphia. PA 18104-2851

I 1 Check i this is 8 naw xddrass

to:

EFA Reg. No.

6. Expedited Reveiw. In accordance with FIFRA Section 3ici{3)
{bHil, my product is similar ar identical in composition and labeling

Product Name

Section -

1 I Finsst printed tebate in repsonee to

D Amendmant - Explain below.

D Motilication - Explain below.

D Resubmission in responas to Agency letter dated .

Agancy letter dated
{ I "Me Too" Application.

Other - Explsin hefow.

Expianation: Use additionel pagais) if necassary, (For saction § and Section I}

Reaubmission of CRF Senior Panel Data following various teiephone calls, a letter and a mesting at the Agency on Septembar 14, 2010,
Submission of CRP Child and Senior Panel Data for 0.023 . oz. pipeties foilowing the mesting at the Agency on Septembar 14, 3910,

Section - 1l

1. Material Thix Product Wil Bs Packagad in:

Child-Resistant Packaging

T e
No

* Cortification must

Unit Packaging

Watsr Soluble Packeging

2. ¥ypa of Conteiner

Motsl

Flestic

be submittod

1

Yes Yas

No No
i *Yes” No. per F *Yes" No. per
Uit Packaging wgt. container Packags wgt container

Paper
Othet {Specify)

Glass

L Label

3. Lacation of Nat Contente Infermation

U Container

4, Sizels) Retail Container

5. Lecation of Labsl Directions

&. Manner in Which Lebe! (s Affixed 10 Product

umogmph
Paper |

U Othar

Stanci sd

Section - IV

1. Contatt Poimt (Complate iterns directly below for identitication of individual to be conk

.Jr‘ff

ory. to process this application. |

Name
lain Weathersion

Tite
Senior Regulatory Consultant

Telsphane N, {include Arss Code}
(6235354063

Certification

] ceryy & statementy { have made on this form snd 2 attschmonts thareto ars trua, accurats and complete.
l agknawledge that any knowlinglly felss or misisading statement may be punishable by fine of imprisonmant or
th under apphi

e invr.

§. Data Application
Racoivad

{Stamped!)

2. Signature - z ) E Eg /

3. Titte
Senior Regulatory Consuftant

4. Typed Name
lain Weatherston

5. Date

October 1, 2010

EPA Form 8579-1 [Rev. 3-94) Pravious editions are obsclets.

Whits - EPA File Copy {osiginal}
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LoradoChem, Inc.

Circa Center, 12" Floor
2929 Arch Street

Philadelphia, PA 18104-2831

Richard Gebken October 18, 2010

Product Manager #10
U.S. EPA-OPP—RD —IB
One Potomac Yard
2777 5. Crystal Drive,
Arlington VA 22202

SUBIJECT: Letter of authorization from LoradoChem Inc,, in support of the registration of Fipronil
Technical [89731-R] submitted by Raymat Materials nc.

Dear Mr. Gebken:

As agent for, and on behaif of LoradoChem Inc., I am writing to authorize the U.S. Environmentai
Protection Agency to review the product chemistry data sponsered by LoradoChem in support of the
registration of Fipronil Technical [88731-R] submitted by Raymat Materials Inc.

This letter of authorization is only quaiified to the extent that (1} the applicant or any other person,
except the Agency, shall not have access to the data unless specifically authorized in writing by
LoradoChem inc., or in the opinion of the Agency, it is required in judicial or administrative proceedings,
{2} this authorization shall not be construed as authorization to use or consider these data directly or
indirectly, in support of any subsequent application, and (3) this authorization shalf not be transferred
by Raymat Materials Inc., in any manner whatsoever without the express prior consent of LoradoChem

nc.
U{h\l \,Ol _g\é/\&,\_fa f& \

1\(:_\.) l,)] L

% \zfz; 2ol w\&%

Alex Kaufman
CEQ LoradoChem

Sincerely,
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S ST UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{.‘? i) WASHINGTON, D.C. 204860
3 Ny U
N7
%, o«
L ppote

Oclober 14,2010
OFFICE QF
PREVENTION, PESTICIDES AND
TOXIC SURSTANCES

TECHNOLOGY SCIENCES GROUP, INC.
LORADOCHEM, INC.

CIRCA CENTRE, 12TH FLOOR

4001 NORTH 156TH DRIVLE
GOODYEAR, A7 85338-

Report of Analysis for Compliance with PR Notice 86-3

Thank you for your submittal ot 01-OCT-10. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

We are unable to aceept your data submittal for further processing and review, because of
the significant deficiencics noted below. It is being returned to you for correction. If deficiencics
were found which apply to your overall submission, they are described immediately following
this paragraph. If problems are found with individual studes, they are described below linked (o
the study identificr found on the enclosed copy of your bibliography.,

Rejected Study J01 ]

* Your Statement of No Data Confidentiality Claims is contradicted by the marking(s)
on page(s) 32 and 33 of the study. It vou do not intend to make Supplemental Claims of Data
Confidentiality you can explicitly override these markings when you resubmit this study.

Rejected Study [02]:

* Your Statement of No Data Confidentiality Claims is contradicted by the marking(s)
on page(s) 33 and 34 of the study. 1f you do not intend to make Supplemental Claims of Data
Confidentiality you can explicitly override these markings when you resubmit this study.

Rejected Study [03]:

* Your Stalement of No Data Confidentiality Claims is contradicted by the marking(s)
on page(s) 31 and 32 ol the study. If you do not intend to make Supplemental Claims of Data
Confidenuality you can explicilly override these markings when vou resubmit this study.

Rejected Study [04]:

#  Your Statement of No Data Confidentiality Claims 1s contradicted by the marking(s)
on page(s) 30 of the study. If vou do not intend to make Supplemental Claims of Data
Confidentiality you can explicitly override these markings when you resubmit this study.

Rejected Study [05]:
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Page 1 of

UNRESOILVED FIPRONIL ISSUES
lain Weatherston

1o:

Richard Gebken, Marion Johnson
10/04/2010 10:538 PM

Cce: _

Bonaventure Akinlosotu

Show Details

History: This mecssage has been forwarded.

Richard:
[ believe that we have at least two separate unresolved issues regarding fipronil products that hopefully can he

guickly and easily resolved.

Firstly there is the question of a renegotiated PRIA date for the four LoradoChem end-use products. As you know
the original PRIA date has passed and BA called to ask that | submit before COB on September 29, 2010 a
request for a renegotiated PRIA date. This was done in the form of an e-maii requesting that the renegotiated

PRIA date acceptable to my ciient is November 7t 2010. 1 believe that you called on September 30™ but we did
not get to speak. Since then | have called twice {believe | left a message on September 30} but then remembered
that previously you indicted that it was better to try and contact you via e-mail. LoradoChem as the follow-up to

the September 14th {abbreviated CRP meeting), has completed the changes and the addition as requested by
Roz Gross and delivered the package by courier last Friday afternoon. Since there is a delay while the submission
is processed by the Front End, fast evening {October 3,2010} | sent you by e-mail, a copy of the submission cover
letter. Also as previously stated LoradoChem have also removed the 6-pack and the singfe-pack fram the
products to be included in the initial approval. This cover letter also indicates that a requested, renegotiated
PRIA approval date acceptable to LoradeChem could be as late as November 30, 2010.

The second issue is regarding my September 26" e-mail following the brief September 23 discussion between,
Heather Bjornson, BA, you and | about the Fipronext request to have the PRIA category changed from R330 to
R310 on correction of shortcomings or amendments to the label use directions, the matrices and the
certification with respect to data citation. | weouid be obliged to receive a written response to this e-mail since it
also asked about ensuring a R310 classification for a soon to be submitted application.

As you can surmise | am under pressure from both clients to obtain a response to their respective issues.

Best regards,
lain
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Page 1 of 1

Response to telephone call re requesting a renegotiated PRIA date for the four LoradoChem fipronil
containing spot-on products.

lain Weatherston

to:

Richard Gebken

09/29/2010 01:01 PM

Ce:

Bonaventure Akinlosotu

Show Details

History: This message has been forwarded.

Richard:

In response to BA’s call this maorning regarding the filing of a request for a renegotiated PRIA date for
the four LoradoChem fipronil containing spot-ons. My client wishes to stay with the PRIA date of
November 17, 2010 which you offered in a telephone conversation with me on September 2, 2010. In
the subsequent meeting with LoradoChem on September 14, Roz said that she had PRIA work out to
April 2011, and you said the November 17 date was no longer possible since at the time you made it
you were unaware of the CRP issues. Previously Roz had told Dr. Petrick that she had on occasion
been told o make exceptions and had expedited CRP reviews. Again | point out that the child safety
aspects of the packaging are not in question and the issue with senior testing is resolved by the
inclusion of a photograph of in each of the senior testing reports.

At the meeting it was indicated that all of the corrected senior testing reports should be resubmitted in
their entirety, the reason given was so that they could be given new MRID numbers. LoradoChem to
show good faith is having these reports reworked and will have them into the Agency at the very latest
on Qctober &5 (October 1 is the target date for their receipt at the Agency) even although | believe this is
entirely unnecessary and the response to the shortcomings could have been handled by a rebuttal
letter containing the raticnale and the photographs, such a rebuttal document would obtain an MRID
number. This is the way an analogous situation was handled recently when the Agency rejected a study
for ancther client .

Also, LoradoChem is willing to limit the original approvals to the 3-card presentation. They are willing to
accept this limitation in the approvals in an effort to simplify the CR issues raised by EPA.

LoradoChem will accept a renegotiated PRIA date of November 17, 2010, anything later than this will
cause them to seek redress at a higher level within the Agency.

Regards,
lain
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Recommendation of Division Directors
Negotiated Due Dates

Decision #: 429282, 429489, Registration #: 86230 R, E, G, U Petition #: N/A
429492 & 429493

Fee Category: R310 PRIA Decision Time Frame: 6 months

Submitted by: Bonaventure Akinlosotu Branch: 1B Date: 9/28/2010

Company: LoradoChem, Inc.

Original Due Date: 9/28/2010 & 9/29/2010 Proposcd New Due Date: November 17, 2010

Previous Negotiated Due Dates: None

I's the “Fix” in-house? No If not, date “Fix” expected: 10/12/2010

Issuc (describe in detail):
The Agency has 2 current issues that prohibit completion of these registration actions
¢ .The technical source supply will not he registered until at least November 17, 2010 at the
earliest.

¢ The Child Resistant Packaging data furnished with the initial package is deficient, and
needs additional supplemental information to correct the deficicncies.

Summary of Deficiency Type(s): Not Submitted (N)  Deficiencies (D)
Product Chemistry: 2% Acute Tox: X Efficacy: Labeling: X  Other (describe): CEP

Describe Interactions with Company (describe when contacted and company’s response including
response to previous negotiated due dates): The Agency contacted the registrant’s consultant and
informed them of the aforementioned dceficiencies. The registrant’s consultant discussed various
options with the PM, and reviewer and agreed to a new PRIA date. The consultant was also notified
that if the source supply for these new registrations has not hbeen registered by November 17, 2010,
this date may be extended at the Agencics request. The company has requested and was denied any
conditional registrations for the identified deficiencics.

“75 Day” Letter sent? X {Date sent) 9/28/2010 Yes __No and reason for none?

At this time the corrections are minor with regards to the product chemistry.

Rationale for Proposed Due Date: The consultant indicated that the supplemental CRP data will be
furnished to the Agency no later than October 5, 2010 (per the consultant’s email).

Registrant notified that this is the last negotiation? Yes X Not Applicable

Approve: v Disapprove:

If disapproved, action to he taken:

Date:

Q-9% 10

OD or DOD Signature: Z?,)@ _

Form revised: May 2007
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LORADOCHEM CRP data discussion. _
Tue 09/14/2010 1:00 PM - 2:00 /

PM /
e D .t | Attendance is required for Bonaventure Akinlosotu
ORe el Chair: Richard Gebken/DG/USEPA/US
Rooms: RD Small Conference Room E (8-7731)/FPotomac Yard One@EPA
e ' This entry has an alarm, The alart will go off 30 minutes before the entry starts.

Bonaventure Akinlosotu/DC/USEPA/US@ERA, Deborat McCall/DC/USEPA/US@EPA,
Required: IWeatherston@TSGUSA.COM, Marion Johnson/DC/USEPA/US@EPA, Rosalind
Gross/DC/USEPA/US@EPA

De#qriﬁtibn!

Agenda below:

LoradoCherm 031410 meeting agenda [CRP).docx

I've scheduled this meeting at the request of lan Weatherston to redress the CRP data issues.

ian,

Can you please provide a brief agenda by the end of this week, so it can be distributed o others that may be
attending the meeting?

Thanks

Richard Gebken

Richard:

Again thank you for the discussion and advice this morning, I contacted the client and
discussed both the “renegotiated” PRIA date for the LoradoChem products and the offer to
meet them on Tuesday September 14 to discuss the CRP data and how this can be upgraded to
be ” acceptable.” '

Regarding the renegotiated PRIA date of November 17, 2010, this is acceptable to my client;
do you need me to put in mitmmarm of this new PRIA date — this has been the
procedure followed previously?

LoradoChem accepts the meeting on September 14 and requests that it begin at 1 pm ( or later
in the afternoon) this is te accommodate Lori Dixon the study director from Great Lakes
Marketing who has a previously arranged focus group meeting in California on September 13
but will take a “red eye” and be in DC mid-morning on September 14.

The attendees from LoradoChem will most likely be Dr. John Preston,( Chairman of the Board,
Velcera Inc.); Alex Kaufimann, (President of FidoPharm), Dr. David Petrick, (VP Regulatory
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Affairs, Velcera Inc.); Dr. Lori Dixon of Great Lakes Manufacturing and myself.

If you can coniirm the start time for 1 pm or later on the 14, I would also be obliged to know
who will represent the Agency at the meeting.

As we discussed this morning the mecting should not only be restricted to CRP issues but will
pive both the Agency and LoradoChem to discuss other aspects of the submissions.

Regards,

lain

lain Weathersion, Ph.D.

Scnior Managing Consultant

Technology Sciences Group Inc.

4061 North 156" Drive

Goodycar, A7, 95395

623-535-4060

iweathersion/gitsgusa.com | PQO%Q 2:; PQ—PM@— WOv w’iz" o
62% - 2179003 (Gl -

Head Office

1150 18" Street, N.W., Suite 1000
Washington, D.C. 20036
202-223-4392 (receplionist)

WWW,18ZU8a.COIT

Personal Noteéf
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Re: Proposed Alternate Brand Names for the LoradoChem Products [
Kimberly Nesci to: Bonaventure Akinlosotu 12/10/2010 03:54 PM
Ce: Clayton Myers, Marion Johnson, Mark Suarez, Richard Gebken

Hi all:

[-)?/f\{w{i“? i

Bonaventure Akinlosotu My suggestion: ||| || | ||| GGG 2102010 03:4055 P

From: Bonaventure Akinlosotu/DC/USEPA/US

To: . Marion Johnson/DC/USEPA/US@EPA, Richard Gebken/DC/USEPA/US@EPA

Cc: Kimberly Nesci/DC/USEPA/US@EPA, Clayton Myers/DC/USEPA/US@EPA, Mark
Suarez/DC/USEPA/US@EPA

Date: 12/10/2010 03:49 PM . .

Subject: Re: Proposed Alternate Brand Names for the LoradoChem Products

My suggestion:

Your thoughts?

Thx, B.A
————— David Petrick <davidpetrick@comcast.net> wrote: -----

To: Bonaventure Akinlosotu/DC/USEPA/US@EPA, Marion Johnson/DC/USEPA/US@EPA, Richard
Gebken/DC/USEPA/US@EPA

From: David Petrick <davidpetrick@comcast.net>

Date: 12/10/2010 01:50PM

Cc: Alex Kaufman <akaufman@velcera.com>, Dennis Steadman <dsteadman@velcera.com>, lain
Weatherston <IWeatherston@TSGUSA.COM>

Subject: Proposed Alternate Brand Names for the LoradoChem Products

Dear Marion, Richard and Bonaventure,

Thank you very much for a productive and EXTREMELY helpful meeting
yesterday. We appreciate the clarity of the comments and the assurance of
the direction provided. As indicated yesterday, I will be sending along the
re-typed Master Label Monday.

As a start, however, as we also discussed yesterday, here are three more
trademarks we would propose to use for the products  (mono and Combo)

~== PetArmor PetArmor Plus
<= TrustGard TrustGard Plus
%_M Velcera Fipronil Velcera Fipronil Plus (S-Methoprene)
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We would appreciate feedback as scon as possible from you so that Alex can
get the label "plates" made up with suitable TMs zo you will have those when
you need them as well.

Again, many thanks and T will be in touch Monday by sending along the new
Master Labeling Text.

Best Regards,

Dave
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Technology Sciences Group Inc.
Western Division

4061 North 156™ Drive

Goodyear, AZ 85338

Phone: (623) 535-4060

E-Mail: iweatherston@tsgusa.com _ TECH\U]_OGY
[ain Weatherston, Ph.D. SC’ENCES _
P

Senior Managing Consultant

— I
——— .
——
MEMORANDUM
To: Richard Gebken
From: lain Weatherston
Subject: Agenda for the September 14, 2010 meeting to discuss CRP and other.

issues cencerning the LoradoChem inc., applications to register four
pet end-use products containing fipronil.

Meeting is scheduled for Tuesday September 14, 2010 from 2 — 3 pm (eastern time) at the EPA
offices at Cne Potomac Yard, Arlington.
Representing LoradoChem will be:

John Prestan, Chairman of the Board, Velcera Inc.

Alex Kaufmann, President of FidoPharm inc.

David Petrick, VP Regulatery Affairs, Velcera Inc.,

Lori Dixon, Principal, Great Lakes Marketing

lain Weatherston, Technology Sciences Group Inc.

AGENDA
1. Introductions 5 minutes)
2. CRP Testing and Senior Panel Issues
(a) Background to testing D. Petrick [ 5 minutes]
(b) Test execution D.Petrick [& minutes]
{c) Scientific difference of gpinion L. Dixon [10 minutes]
(d) Summary results D. Petrick [5 minutes]
{e) Discussion All [10 minutes]
3 Discussion re new negotiated PRIA date of November 17, 2010,  [5 minutes]
4, Questions on Product labeling A Kaufman [10 minutes]
5. Summary and action items All [5 minutes]

117



r\vﬁw@ w/ Lema?,pc&w i CEP 4B Siboitien
&r Sezdo-€, £

04, C’ [~ 2pm _/g $773)

; ‘M _\Jr‘mu‘, %{Z\J

B 5 ff %mcga%"
i QGSGLL\ hé (-G._j‘_"f-? $s |

P, M Pe/fi’zc,

Qiex 44

Oéw@/fé 7:/3 405 ce5D
| orof RD[M3 [ 202-Fes 60D
OPPIRDITRB| 7y 3- 308 ~71368

Vel | 908-25/-3¥32

/&Zcerﬁ L 261757 "—*éo?
Vikews 1) 20% 726 20y

“T‘f"sc | b3y -unb O

N9-351-3625




Technology Sciences Group Inc,

Arizona: Regulatory Division

4061 North 156" Drive

Goodyear, AZ 85338 TEC}-M]{_QGY

Phone: (623) 535-4060 SCB\H:ES
(623) 217 9013

E-Mail: iweatherston@tsgusa.com — &%UP
lain Weatherston, Ph.D. ______=“—"—"'"“

Senior Managing Consultant

Western Division

Richard Gebken June 15, 2010

Product Manager, Team 10
USEPA-CPP-RD-1B
One Potomac Yard,

2777 South Crystal Drive
ARLINGTON, VA 22202

SUBJECT:  Confidentiality of all applications made to register products
with the following EPA symbols:
86230-R, 868230-E, 86230-G and 88230-U

COMPANY: LoradoChem Inc., Circa Centre, 12" Floor, 2929 Arch Street
Philadelphia, PA 18104-2881.

CONTACT: lain Weatherston, Ph.D., Technclogy Sciences Group Inc,,
[contact information as per leetterhead]

Dear Mr. Gebken:

This fetter wilt confirm that all submissions made to the EPA by LoradoChem, inc. with regard to
the above-captioned product applications for registration, inctuding submissions made by
Technology Sciences Group Inc. on behalf of LoradoChem, inc., contain trade secrets or
commercial and financial information that are confidential. As such, these submissions are
entitied to protection pursuant to the provisions of federal law including, but not limited to,
Section 10 of the Federal insecticide, Fungicide, and Rodenticide Act; Section 552(b) of the
Administrative Procedure Act; and implementing EPA reguiations at 40 CFR Part 2.

Should the LoradoChem submissions or any portion thereof be the subject of a request under
the Freedom of Information Act, please notify the undersigned at the earliest possible fime snd
prior to the disclosure of any mformatlon in order to provide us with an opportunity tc ob! ect to

Agent f@doChem Inc.
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Technology Sciences Group Inc.
Arizona: Regulatory Division
4061 North 156™ Drive

Goodyear, AZ 85338

Phone: {623} 535-4060Q ms%%
(623) 217 9013 .

E-Mait: iweatherston@tsgusa.com

laint Weatherston, Ph.D. mm—r——\,

Senior Managing Consultant

Western Division

Richard Gebken June 14, 2010

Product Manager, Team 10
USEPA - QPP -RD - 1B
One Potomac Yard

2227 South Crystal Drive
ARLINGTON, VA 22202

SUBJECT: Status of applications 86230-R, 86230-k, 86230-G and 88230-U.

COMPANY: LoradoChem nc., Circa Centre, 12" Fioor, 2929 Arch Street, Philadelphia,
PA, 18104-2821.

CONTACT;  [ain Weatherston, Technology Sciences Group Inc.,
{contast information as per letterhead)

Dear Mr. Gebken:

My clrents are ooncemed and also somewhat confused by pronouncements on the current safety
issues surrounding dog and cat spot-on products and how, that mightimpact the regtstratrons of
the four subjeo* product under review.

Amongst thelr concerns are, that the approvals might be delayed because of reguiation changes
such as:

1} Different colors for the ajsplicators of dog products and cat produots even although
the formulations may be the same since this could invelve additional expensive CRP
testing.

2] Product name differentiation between dog products and ¢at products.

3] The possibility that new protocols will result in the need to undertake further

Companion Animai Safety testing or in the case of LoradoChem {and others) who
used the cite-all method of data support, undertaking the studies, and this could
have an impact on data compensation negotiations,

4] Any new mandated labeling, additional warnings ,etc that might allow, in this case,
the picneer product to sell ‘under a more favorable label for several months.

Further confusion was caused by the conditions of registration of a new product for Sergeant’s
[25817-133], where the letter of jssuance siates "This registration is time-limited and expires two
years from the daie this preduct is first released for shipment.” Thers is no statement in the letter
that indicates when aor if the Agency wouid canvert this registration to an “unconditicnal” one. Cne
of the conditions of registraticn is the guarterly filing of enhanced incident reports and sales
information. Another restriction is that "only one confidential staternent of formula will be filed for
this product; neo alternate formulations or mincr formulation amendments may be submitted or
approved for this product.”
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Richard Gebken
LoradoGhem Ine.
June 2010

Page 2.

| have attempted to assuage their concerns that all companies and products are not ,or will not be,
treated the same. LoradoChem understands and accepts that their preducts will be conditionally
registered with conditions of enhanced adverse incident and sales reporting but are stilf concermed
about the four areas detailled above.

So that we might understand the Agency's current position with the pet spot-on products | would
be obliged if comment in a general way on the conditions in the Sergeant’s letter of issuance. | am
particularly interested in the no alternate formulations or minor formulation restrictions. 1s this the
way the Agency is going to police the inerts used in these products, and would an amended
formulation be acceptable if the inert were cleared by Kit Farwell’'s committee first?

In discussions with LoradoChem Ms. Gross had said that there was a possibility to “self certify”
certain future CRP data which will be submitted to the EPA.. | am requesting some clarification on
two points.

a) I never encountered self certification for CRP and believe that what Roz is
requesting is that once we have done an internal company review of the test data
we submit it to the Agency along with the example statement given at 4G CFR
157.34 (b)(2).

b] What kinds of future CRP data may be self certified (eg. Change in number of
pipettes in a package, pipette size difference, volume differences in the same size
pipette, color changes, etc., noting that the pipettes are not the CRP but are inthe
CRP bubble-pack.

On behalf of LoradoChem | would also ask for a status report on the four applications and if there
is any further information that they can provide, that would assist you in the review process,

.thark you for your assistance with these items, and if you require further information or have any
" questions please contact me at 623-535-4060 or by e-mail at iweatherston@tsqusa.com

Sincergély,

N -

[ain We therston
Agent for\LoradoChem Inc.

Bonaventure Akinlosofu
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M
Fee for Service 1868844 ~

| This package includes the following | for Division i
|
* New Registration N ~AD |
| © Amendment || 7BPPD
| 1] *RD
“Studies?  ~Fee Waiver? o |
. , . Risk Mgr. 10
' volpay % Reduction: ___ " |
- o . — . ' e _ .
Receipt No. S-| 868844
- EPAFile Symbol/Reg. No. 86230-E
' Pin-Punch Date: ~ 3/5/2010

| — Action Code: — — Parent/Child Decisions: |
Requested: | |7 2w |

Granted: |25 ‘

Amount Due: $ {:{Lf;j{”/"?}“‘ ‘

"I Inert Cleared for Intended Use '~ Uncleared Inert in Product
f’ T f',-—_ .
Reviewer: [ - .t - Date: £/ %/ %~
Remarks: )
:’ g Pl dpd & g e, A Gz
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PRTA 2 — 21 Day Content Screen Review Worksheet

(EPA/OPP Use Only)
3/23/09
21 Day Screen Start Date: 3-8 ~/0
Experts In-Processing Signature:  mMf tannmweye~r  Date 3-/0-10  TFeePaid: Yes l/
Division managemcnt contacted onissues No ~  Yes  Date -

| EPA Reg. Number: % Cp Z 3 O E | EPA Receipt Dac: R -8~ /O

[ :
i Ttenis for Review \ Yes l No
. | |

[

‘ Application Form (IEPA Form 8370-1)(link to form) signed & complcte . :
I including package type X | l |
|| ' Confidential Statement of Formula all boxcs completed, form signed, and i X ‘ | 1
b 5 | dated (EPA Form 8570-4) (Link to form) S e | | |
! ra) All incrts (lmk to htlp fIwww.epd. g:,ovfopprdOUlfmertbr‘) i ves | no [ #l|
" including 1ragrance5 approved for l.hc propoz,cd uses (see | T \ i
| 1“0()’[1}0‘[0 A) be et T e ot e o 1 X ‘ | |
—_—— _———— e ——— " — e e Sl — e e el T — —_ —_ || |
“ Certification with Respect to Citation Uf Data (I-PA I'orm 8570-34) (Link to | ! |
”> ﬁ)rm) u)mplcled dnd ngn(,d (NKA 11 100% repdck) i: >( : l -
I [ — - — e — , i r_ [E—
| i Certificate and data matrix consistent ' >< ; ! ‘
a | | R — ],LJ_ﬂﬁ
| | I applicant is relying on data that arc compensable, is the offer | YeS no -
! . 10 pay statcment included. (see Footnote B) ; |
' |

If applicable, is there a lelter of Authorization for exclusive use only.

Formulator’s Exemption Statement (EPA Form 8570-27) (Link to iorm) | | l
| 4 | completed and signed (N/A 1f source is uorcgistered or applicant owns the ' ><‘

”—‘_eChn]Ca]) e — ] I - !_. .

]| ' Data Matrix (EPA Form 8570-35) (Link to form) both internal and external

| | copies (PR 98-5) (Link to PR 98-5) complcted and signed (N/A if' 100% | X ! |
i |_repack) SR | !
| 5 | i 05 e |

| '1) Sel(_ctnc Method (Fee category experts use) }<

h b) Cite-All (Pee Lategor\ experts usc)

_____ : or exclusive use onl S R N

‘} ‘ c) Apphcant owns all data (Fec category cxperts usc)

For———— —— — L — ;

|| | 5 Copies of Label (Jink to http://www.epa.gov/oppfeadl/Iabeling/irm/) ‘ ‘
. 0 | (Electronic labels on CI) are encouraged and guidance is available)( link to | >< ‘
f' hitp:/fwww epa.govipesticides/regulating/registering/submissions/index. htm#labels

h |) e J ___L _
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| Is the data package consistent with PR Notice 86-5 (link to PRN86-5)

Notice of Filing (link to
http://www.cpa.gov/pesticides/regulating/tolerance petitions.htm) included

BB
—
|
s

| with petitions (link to
| http://Awww.epa.gov/pesticides/regulating/tolerances.htm)

10

I If applicable for conventional applications, reduced risk rationale (link to

* |

: http://www.epa.gov/opprd001/workplan/reduccdrisk.html)

|

| Required Data (link to
i http://www,epa.gov/pesticides/regulating/data requirements.htm) and/or

a} List study (or studics) not included with application

; data waivers. See Footnote C. % '
dats . reommote .. o o . _ 1 |
|
!
1
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‘ Comments:

MRID SEO0/30

J———

L= s

* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms, data and
documentation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 21 day period, otherwise. the Agency will reject the
application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a produect is currently registered by consulting the inert Web

3
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site [link to hitp:/Swww.cpa.goviopprd001/inerts/lists.htmi] and if the inert 15 not
approved, to ebtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uscs or certain types of uses. The name
and/or CAS numbcr on a CSF must maich the name and CAS number on this web site,
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
incrt has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranchi@epa.gov and resolve the issuc, Copics of the
correspondence with [TAR resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by [IAB. The IIAB should also be contacted
for any questions on what supporting data nceds 10 be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to

http:/www.epa.gov/oppbppd 1 /biopesticides/contacts bppd.him].

When a brand, trade, or proprictary name of an inert ingredient 1s listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprd00/inerts/iips. pdt] must also be included
to cnable the Agency to determine if it has been approved. IFach component of an inert
mixture (including a fragrance) must be identificd. In some cascs, the supplier of the
mixture or fragrancc may need to provide this information to the Agency. Prior to the
Agency’s receipl of an application, applicants must arrange with a proprietary mixture or
fragrance supplicr to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including {ragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identificd by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Fdentified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identilicd on a CSE, the Ageney will contact the
applicant with the following options:

1. Correct the applicalion by, for instance, correcting the inert’s identity or CAS
number, providing decumentation that the inert has been approved, or
removing the unapproved inert from the CSFE or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accomumodate
the inert review/approval process;

4
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3. Withdraw the application {the Agency retains 25% of the full fee for the fee
catcgory estimated}); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the [ull [ee of the category identified.

Conventional New Product Applications

When the Registration Iivision identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identificd as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

. Correct the application by, for instance, correcting the incrt’s identity or CAS
number, providing documentation that the incrt has been approved, or
removing the unapproved inert from the CSE or replacing it with one that 1s
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition 1o establish or amend a
lolerance or exemption from 4 tolerance. {This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application {the Agency rctains 25% of the full lee for the fee
category estimated); or

[f none of the above oplions is sclected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 23% of
the appropriate fee lor the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Preventton Division identifics an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the inlormation and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmontzing the timeframe for both actions.

5
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
AS531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions

should be submitted with the study waiver.
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PETARMOR™ Plus For Cots octs fost ond is an ellective, losting,
waterproo, and easy-to-use application for contral of fleas, flea
eqgs, ticks (including all stoges of American Dog ticks, Brown Dog
ticks, Deer titks and Lone Stor ticks), chewing lice, and mosquitaes
OHLY on cats and kittens 8 weeks or older.
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Plus For Cats is contained in a single spot on the cat’s skin. Be sure fo
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ficks that may transmit Lyme Disease
» Wolerproof # Lasting confrof

Cots & Kittens

8 wenks orofder

ACTIVE INGREDIENTS
Fipronit il .. 9.8%
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CAUTION >fim
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Canfoirs 3 Q017 A az. e
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same active
ingredients*
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*VENDOR/SUPPLIER S RESPONSIBLE FOR VERIFYING ALL TECHNICAL INFORMATION,
DRUG FACTS, UPC CODES, ITEM CODES AND FINAL DIE LINES.
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CHEWING LICE, & MOSGQUITOES
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. : . . .
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Date of Ay )
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ogency o 1-800-TLEANUF for disposel instiuctions. Mever place
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Centuiner Bisposol. konrelloble contoines. IF amaty: Jo 26* reuse
tais castoines, Ploce ia trosh ar affer for et',"lsng 4 ovetlche,

1Fove The rogus* eontaing: a¢ labet with you v.hnr‘ taliag ¢ poison
conzat ceater ar cacter, of if gaing fer treotmae,
1F Swallawed: immegiotely oll ¢ peisas conteal tenter or Jactor for
|"e"'r'1en otvice. Fove the persan sip ¢ gloss of water if able to
swclew, Do a0t induca vomiting snless talé to co 5o by e poisos
contra: center 90 doctor. Jo nat give omphiag by mauth to on
'JH{OGS"UJS FaFsea,
s E',res Ha'd eye open 096 fiase slowly 03¢ geatty with worer
Har 15-20 minutes. Remave contoct eases, 1 prasent, cha Mg

st § matnu? 85, thea Eaﬂt}nue finsing. Coll ¢ oisen contra’ center
l'or docter far feo'men® advice.
M o Skin: Rinse skin witn plenty of scop 096 wo'er. Cet metice:
|ortentian if irritation persiss.

Hazards te Humans. Cauticn.
Humhy i swonawed. Couses eye irmitakian. hvoid coatoe witk siia, eyes,
ar clothng, Wash honds thoraughly with soap ané wazer efter hchlwg
end hetore soting, diinking, chewtag gum, or using tobacce,

Hozards to Domesﬂc Arimals.

For gxtenal use o3ty Do 6ot use 04 kitteas under & weexs of oge.
Sensitivizes may cocar ofter using ANY pesticide product for pets.
While temperery isritotios of the appiicotion area may secur, if sigas
2t continued sensitivity ccyr, consult o veterinartas inmedicrely,
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;Jrcdt," TREAD ENTIRE LABEL AND ENCLOSED D[RE(H{]NS
BEFORE EACH USE. CAREFULLY FOLLOW AlL PRECAUTIUNAR“
STATEMENTS AND APPLICABLE USE DIRECTIONS. FOR USE ON

TATS ONLY. DO NOT USE ON RABBITS OR OTHIR ANIMALS, I
“or tapico! uaplicatice orly. Appiy PETARMOR™ Plus Fos Cots
QALY % cors and witens cged & weeks or cleer, ncudieg s
breeding, pregrart, ond incetting queses, o indicated below ferl
sorzo” of Aens, Aec eggs, 1 '

5, chewing iz, ane mescuitens:

+

1. Bpen the chiid resistant pockege acrording fo the directions an ‘
. the bock of the seoied inner package for 2ach pipelle. | l
»
)
4

2 Snup the tip of the pipette oway from you os shown.
g, 3.Part tae col's nair ond plaze the Hp of the piperte to the skial

s, level hehind the neck ond between the shoulders. Ensure that
5 the entire opplicaticn of PETARMOR™ Plus For (afs is
s, cantoined in a single spot an the cal's skin. Be sure fo squeeze
s, the pipette tharoughty so thot the entire contents are applied)

Jc cot epaly the procuzt superficiefly fo the ret's hair. Use cny
B ara pipsste duiag each applicasion.

i H

3o rot tauch the osen where o wes made uer itis dr\r
j g
g

Fieas: Arcoedng 36 eesecrch stucies, oo It teas, flec eqgs, crd
e o avvae cre kilte, anc olf flea stoges’ devessament preverted

for up o six weeks felowing ar opplication of fiprendl plos
{S;-methaprene, #, hewever, yaur cat o kitter is susceptivls f
“ec cllargy dermetitis, a¢ if you baligve there is o risk of reinfesse |
ticn, aaply arce every morth. i
®  Ticks: Focy opplicoticn Kifls ticks 17 one meeth 62 danger. Fo2 best
cantzal of sicks, opaty once svery menth,

{hewing Lice: Foch: opplication kilis chewiag lice for ong marsh a1
fongs:. For hest contral of chewing fice, anply ence every morth.:

‘Do not reapply PETARMOR™ Plus For Cats

for thirty (30} days.

Please ncte *hot theze is nc need ‘o reapply Pifoweng pour cof's
axpostre o bething a: wotss imangssion, cs FETARMOR™ Phis Fer Zats
remains effactive in those cerditians,

fead, o feed oy starnge ar disgosal.
Storage, Store unused opolicntion pipettes & the sigiael chid resistont
ceatnirsr onG outer bos only, out of rach of childrer ond animals,
“Pesticide Disgased. i porty filled: Coll yaur loca! selid woste
Ioger.t',; 52 1-809-CLEARLR fer disposal iestructians. Never plece
lungsse reduzs down aay indoar ¢ autdoor dxain.

i {ansginer Bispasol. honsefliable contoine:, 3f empty: Do nos sense
this entaner. Plece in tash o atfer for f’ff{lrﬂg i cuntlobiz,

!Hwe Thﬁ graduct cordniner or fnel with you Nhan relling o poisce
'ccn tg! ceater ot docsor, o if going for treatmeat.
H Swalawed: Immedintely cell ¢ poisan centrel center ae Cecta: for

l ramegnd govize, Heve she person sip o glass of wate: if abie ¢
swillew, Do rot induce vemitag unless totd te da sc by *he poisor
rconrsab center o docter, Do orat give orything by mowth 3 en
SURCanscicus persce.
it in Eyes: Ho'c pye oper a0d finse slowly and geatiy with woter
far Y520 minutas, Remave cortest lerses, if oresers, cftar the
st § mirytes, ther certinua sirsing. {ol! 0 poson centra! center
c¢ goctar far trectment ecvice,

:H on Skint Rinse skin with pleety of sacp erd woter, Set medicol
jettertian o witer st

Precautio
‘Hozards to Humoas. {auBan.

Hermul # swollowed, Causes aye brtetior. Aveid certoct with siin, eyes,
o closhing, Wosh hoads thoroughly with soap and wozer after koadkng
ord defare saing, drinkiag, chewing qun, ot usicg tadceco.

iHazards o Damestic Animais,

'Fcr gxtesnol use aafy, Do ret vse or kttens under § weeks of ogs,

Sensifivities may azcur offer usicg ANY pestic:ée aroduct far pers
Whila temporary iritakien ot ke opplication osae may coous, i signs
{ t cantinued e cetur, corstl: o vere

medotly.

cjmLIc uny “yeusael ceactioes 1z the cpuucc ion Bc(ur ‘¢ nos |

eacpply betore corselting with o veferingeina, Castoln mer.’conorsu
tefl iaternct with oesticices, Corsult with your veterianion before -
usirg this proguct on wedicatec, cebiitered, or aged cats. Cell-
1-868-§08-1] fa'?fiﬂau 255ish ence.

Hummuble keep a.uay from heat ord oﬂan.ﬁums.

Te the exter—% cansister: with opalicoble low, Sellers meke na!
wozranty, expeess or implied, ccnce:nir.g the use of this peadyst!
other then os indicoted on the fadeling. Buyer assymes oif risk of !
usE 4a¢ I"anc'l;ng of the prodict when such yse ard headlieg o 2!
entrary fo the lodet nstuctions. :

For Cat use only. '
*Ths poduct is ret mervfacured of Cismbutad by Meticl, %hei
muxe:s af Froniling® Plys :

Hoilobe Exclusively fro Fidofbam, ne. !
777 Towaskip Line %od, Scite 17
Yardley, PA T9G4T-3308 iS4

EPA Reg. bo. BA235- 345495
EPA Est. No. 8788 4GG1
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*VENDOR/SUPPLIER IS RESPONSIBLE FOR VERIFYING ALL TECHNICAL INFORMATION,

_D\RUG FACTS, UPC CODES, ITEM CODES AND FINAL DIE LINES.
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Technology Sciences Group Inc.
4061 N. 156" Drive

Goodyear, AZ 85395

Direct: (622)-535-4060

Cell: 217-9013

E-Mail:: iweatheraton@tspusa.com

1ain Weatherston Ph.D.
Senior Managing Consultant

Document Processing Desk [FPL] January 19, 2010
US EPA-OPP-RD-IB

Attention: Richard Gebken

One Poiomac Yard

2777 South Crystal Drive,

ARLINGTON, VA 22202

SUBJECT: Submission of Finai Printed Labeling.

COMPANY: LoradoChem. Inc., Cira Centre, 12" Floor, 2929 Arch Street,
Philadelphia, PA 116104-2871.

CONTACT: lain Weatherston, Ph.D.
[contact information as per letterhead]

PRODUCTS: LC-2010-1 Fipronii for Cats [86230-1]
L.C-2010-2 Fipronit for Dogs [86230-2)
LC-2010-3 Fipronil & S-Methoprene for Cats [86230-3}
[.C-2010-4 Fipronit & S-Methoprene for Dogs [86230-4]

Dear Richard:

As required by the letters of issuance of these four end-use product, please find enclosed for
each product a fully executed application form [EPA Form 8570-1} and two copies of the
product labeling.

LoradoChem Inc., at this time has no intention of marketing these products under their own
label, 56 the Iabeis submitted are for four subregistered products to be marketed by FidoFharm,
Inc [85495]. The Agency has received the documentation {8570-5] for each of these produ\.iu

if you require further information, or have any guestions, please do not hesitate to contact me at
|weatbeT§tpn@tsqusa com or by phone at 623-535-4060. : :

S:éerely, '

Enclosures, 2 copies of the FPL for each of the four subject produiicts

Executed 8570-1 for each of the four subject products.

Washington, D.C, California Canada
1150 18" St., NW, Suite 1000 712 Fifth St., Suite A 275 Slater St., Suite 900
Washington, D.C. 20036 Davis, CA 55616 Ottaws, Ontario K1P 5HS

Phone: [2012} 2234383 Phanet {530) 757-1145 Phane: (613} 247-8285
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SED ST _ _
3 72%‘_ ELS. ENVIRONMENTAL PROTECTION AGENCY EFPA Res. Namber: Date of Issuance:

OfTice of Pesticide Programs

%@NOH"‘W&
$g
I
()
Y agenc

Registration Division (75030)

86230-2 JAN 10 2010

1200 Pennsylvania Ave,. NW,

g e
¢ PrROY Washington, 1.0 20460
NOTICE OF PESTICIDE: Term of Tssuance: '"
X Registration Conditional
Reregistration

{under FiFR A, ag amcnded)
Name of Pesticude Product:

L.C-2010-2 Fipronil for Dogs

Name and Agdress of Regestrant (noluge 210 Cole):

LoradoChem, Ine.

Cira Centre, 12™. Floor
29202 Arch Street
Philadelphia, PA 19104-2891

Nete: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to and accepted by the

egistration Division prior to use of the label in commerce. in any correspondence on this product abways refer to the above EPA registration aumber.

Om the basis af intormation furnished by the registrant, the above named pesticide is hereby registered under the Federal Insecticide. Fungicide and
fodenticide Act, Regisiration is in no way to be construed as an endarsement ar recormmendation of this praduct by the Agency. 1o order to protect health
and the environment. the Administrator, on his motion. inay at any time suspend or cancel the registration of a pesticide in accordance with the Act, The
acceptance of any name in connection with the registration of a product under this Act Is not to be construed as giving the registrant a right to exciusive usc

of the name or to 1ts use if it has been covered by others.

This product is conditionally registered in accordance with FIFRA section 3{c}(7){(A) provided
that you:

I. Submit and/or cite all data required for registration of your product under FIFRA scc 3(c}5)

when the Agency requircs all registrants of similar products to submit such data; and submit
acceptable responses required for reregistration of your product under FIFRA section 4.

(continued on page 2)

Signature of Approving Official: Date:

3

gﬂ,w_./ yile: (f e 2

Richard J. Gebken, Product Manager (10) ;
Insecticide Branch, Registration Division (7505P) |

N1 0 20

1A Formy B570-6

Page 1 of 3
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2. Make the following change to the label:

Change the product registration number to “EPA Reg. No. 86230-47

3. Agency requirements with respect to the continued registration:

The registration for this product is time-limited and expires two vears [rom the date this product

is relcased for shipment bearing the revised language. You must provide the Agency with a projected
release for shipment date within 30 days of the date of this letter. The Agency will calculate the
expiration date based on the projected release date until an actual release date is provided in writing.

4. Reporting of incident data for this product:

Page 2 of 3

You must submit quarterly enhanced incident reports and guarterly sales information in doses

sold for this product for the quarter that begins on October 1, 2010. The quarterly reports are
due two months after each quarter ends.

Please flag any Confidential Business Information as such. Enhanced incident reporting
should be submitted to the Product Manager. Quarterly sales information should be submitfed
to the Registration Division, Immediate Office (attn: Kimberly Nesci).

The following is a list of information that must be included in the quarterly reports for
each incident:

e EPA Registration Number
Product name (brand name)
Lot #
Where purchased: internet, store, veterinarian
Active Ingredient(s)
Weight range for product
Date on which incident occurred. (mm/dd/yvyy)
State in which the incident occurred. (standard 2 letter abbreviation)
Registrant case #
Species: dog, cat, other (specify)
Breed: (as reported by pet owner)
Age: months or years
Sex: M. F, or neutered
- Weight; pounds
Primary Route of Exposure: dermal, oral, other animal, inhalation, other
Body System: neurological, dermatological, Gi, respiratory, ocular, other

& & @ B8 o

¢ ©

Major signs noted with separate column for each sign, using standard terminology

Time to Onset: (hours, days)

Treated by veterinarian: yes or no

First time produet vsed: yes or no

Misuse: use on incorrect species, overdose, 1oo frequent dosing, other (describe)

Any known precondition

EPA Severity Code: death, major, moderate, minor

Qutcome: died, recovered, still treated, unknown

Along with the enhanced incident reporting, you must subimit an analysis of the
incidents seen, to include the following details:

s  All incidents should be reported including all minor dermal and ocular irritation reports.

e  Summary table for dogs showing number of incidents of each severity code for each route of
exposure. Each incident should only be reported once. If one incident has several routes of
exposure, the order should be ocular> oral> dermal. in other words, an incident with both oral
and dermal exposure would be reported as oral exposure, and an incident with both ocular and
oral exposure would be reported as ocular exposure.

e A similar summary table for dogs (misuse or secondary exposure) showing number of
incidents of cach severity code for cach route of exposure.

T B 8 T @ @ & 9 @ 9 9

e @ 9
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s Summary tabie for dogs and table for cats showing number of incidents that are believed due
to secondary exposure (¢.g., multi-pet households).

e A summary table for dogs showing number of incidents for each severity code for these age
ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, 1 yr, 2y, 3yr, 4 yr, Svr, 6 yr, 7y, §
VEOyr, 10 vyr, Pl oyr, 12 yr, 13 v, 14 v, 15 yr, 15 yr.

¢ A summary table showing the number of dog incidents for each severity code for cach pet
welght range on the product iabel (if applicable).

e A summary table for dog weight showing number of incidents for each product weight range.
This table should show number of incidents in dogs weighing less than that product weight range,
number of incidents in dogs in lower half of weight range, number of incidents in dogs in upper
half of weight range, and dogs weighing more than the product weight range (if applicable).

e Table showing number of incidents for cach dog breed.

e Table showing number of incidents in dogs for cach clinical sign.

e Table showing number ol incidents in dogs for each organ system.

* Report aggregate mcidents, but do not combine moderate and minor incidents.

5. Other Comments:
a. 'this product has met the requirements for Child Resistant Packaging {CRP). howcver,
the Agency rescrves the right to recvaluate the associated data if:
i. an incident report shows any problems in human, and/or
ii. epidemiological evidence indicates a problem once the products rcach the
marketplace.

b. Consider limiting the formulations of each product to one basic confidential statement of
formula, if applicable. The Agency may require this in the future. [t is possible that no
additional alternate formulations or minor formulation amendments will be approved for
this product in the future.

¢. I the Agency determines that future mitigation measures are necessary for all pet spot-on
products, you will be informed, and be expected to comply. If mitigation measures are
necessary, the Agency may take appropriate regulatory actions.

6. You must submit two copies of the revised final printed labels (Master label and Production
Copies) for all sizes for the Agency records, before the product is released for shipment.

f these conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA section 6(¢). Your release for shipment of the product constitutes acceptance of

these conditions.
A stamped copy of the label is enclosed tor yvour records.

Richard J. Gebken

Kl

Product Manager (10)
Insecticide Branch
Registration Division (7505P)

Enclosure: Label stamped “Accepted with Comments™
IEPA R, NO. 86330-3 7 DRECISION 425489

Page 3 of 3
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| Master [.abel containing:

Sublabel A: Box Label
Sublabel B: Package Insert

| Sublabel C: Labeling on the Child Resistant Package
| Sublabel D: Labeling on the Pipette
Sublabel E: Stickers for Re-application Reminders

L.C-2010-2 FIPRONIL FOR DOGS

ACTIVE INGREDIENT

Fipronil..........oooi 9.7%
INERT INGREDIENTS ......... 90.3%
TOTAL. .o 100.0%

KEEP OUT OF REACH OF CHILDREN
CAUTION
Contains X-0.0XX fl.oz. (X.xx mL} pipette(s)

EPA Reg. No. 86230-E

LC-2010-2 Fipronil for Dogs (EPA File Syiubel 86230-E)
Revised lanuary 3, 201

(Picture of dog)
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Sublabel A: Box Label

{Front Panel of Box]

LC-2010-2
[Alternate Brand Names)
[PetArmor™]
[TrustGard™]
[Velcera® Fipronil]

FIPRONIL FOR DOGS

3 (Drawing of pipette)
Pipettes

Kills fleas, ticks, chewing lice & Mosquitoes
@ Fast action
o Kills ticks, including ticks that may transmit Lyme Disease
o Kills mosquitoes
o Waterproof
e [asting control

[Only use on dogs and puppies up to 22 Ibs. 8 weeks or older]
Or
[Only use on dogs 23-44 ibs. § weeks or oider]
Or
[Only use on dogs 45-88 Ths.]
Or
[Only use on dogs 89-132 lbs.]
[Label identifiers that will be used to identify each respective package size contained
within the box.]

ACTIVE INGREDIENT

Fipronil........c.ooiiiiiiiiiin 8.7% (Picture of dog)
INERT INGREDIENTS.......... 90.3%
TOTAL....o 100.0%

KEEP OUT OF REACH OF CHILDREN

CAUTION

[Contains 3-0.023 fl.oz (0.067 mL) pipettes]
Or

[Contains 3-0.045 fl.oz. (1.34 mL) pipettes]
Or

[Contains 3-0.091 fl.oz. (2.68 mL) pipettes]

LC-20100-3 Fipronil for Dogs (EPA File Svinbal #6230-F) 2
Revised January 5. 2011
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Or
[Contains 3-0.136 fl.oz {(4.02 mL) pipettes]
[Label identifiers that will be used to identify each respective package size contained
within the box.]

Compare to Frontline® Top Spot same active ingredient™®

*This product is not manufactured by Merial, the makers of Frontline®

[Back Panel of Box]

LC-2010-2 {or other approved alternate brand name] Fipronit For Dogs

LC-2010-2 [or other approved alternate brand name] For Dogs acts fast and is an
effective, lasting, waterproof, and easy-to-use application for control of fleas, ticks,
chewing lice, and mosquitoes [ONLY on dogs and puppies weighing up to 22 lbs. and 8
weeks or older.]

Or ...[ONLY on dogs weighing 23-44 lbs. and 8 weeks or older.]

Or ...[ONLY on dogs weighing 45-88 Ibs.]

Or ...[ONLY on dogs weighing 89-132 Ibs.]

[Label identifiers that will be used to identify each respective package size contained
within the box.]

Directions for Use

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling. Do not allow children to apply this product. READ ENTIRE LABEL AND
ENCLOSED DIRECTIONS BEFORE EACH USE. CAREFULLY FOLLOW ALL
PRECAUTIONARY STATEMENTS AND APPLICABLE USE DIRECTIONS. FOR
USE ON DOGS ONLY. DO NOT USE ON RABBITS OR OTHER ANIMALS,

For topical application only. Apply LC-2010-2 [or other approved alternate brand name]
For Dogs ONLY to dogs and puppies aged 8§ weeks or older, including on breeding,
pregnant, and lactating bitches, as indicated below for control of fleas, ticks (including all
stages of American Dog ticks, Brown Dog ticks, Deer ticks and Lone Star ticks), chewing
lice, and mosqurtoes:

How to Apply

Drawing of a pipette
Drawing of treating animal

1. Open the child resistant package according to the directions on the back of the
sealed inner package for each pipette.
2. Snap the tip of the pipette away from you as shown

LC-2010-2 Fiproni] tor Dogs (EPA File Symbol 86230-E)
Revised January 5. 2(11

L
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3. Part the dog™s hair and place the tip of the pipette behind the neck and between
the shoulders. Ensure that the entire application of LC-2010-2 [or other approved
alternate brand name] For Dogs is contained in a single spot on the dog's skin.
Be sure to squeeze the pipette thoroughly so that the entire contents are applied.

Do not apply the product superficially to the dog’s hatr. Use only one pipette during cach
application.
Do not touch the area where the application was made until it is dry.

LC-2010-2 {or other approved alternate brand name] For Dogs also aids in the control of
sarcoptic mange infestations. Apply monthly to eliminate sarcoptic mange mites.
Frequency of Application

Fleas: According to research studies, adult fleas are killed for up to three months
following an application of fipronil. If, however, your dog or puppy is susceptible to flea
allergy dermatitis, or if you believe there is a risk of reinfestation, apply once every

meonth.

Ticks: Each application kills ticks for one month or longer. For best control of ticks,
apply once every month.

Chewing Lice: Each application kills chewing lice for one month or longer. For best
control of chewing lice, apply once every month.

Do not reapply LC-2010-2 [or other approved alternate brand name] For Dogs for thirty
(301 days,

LoradeChem, Inc.

Circa Center, 12" Floor

2929 Arch Sireet

Philadelphia, PA 18104-2891 USA

EPA Reg. No. 86230-E

EPA Est. No. 87688-IND-{1
©2010 LoradoChem, Inc. All rights reserved.

{Drawing of telephone receiver) Questions? Comments?
1-888-908-TICK

Made in India

LC-2010-2 Fipromit for Bogs (EPA File Symbal 3623(-E) 4

Revised Januory 3. 2001
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{Top Panel of Box]
LC-2010-2 for other approved alternate brand name] FIPRONIL FOR DOGS

[Only use on dogs and puppies up to 22 ibs. 8§ weeks or older] 3 (Drawing of pipette)
Or Pipettes
[Only use on dogs 23-44 lbs. 8 weeks or older]
Or
[Only use on dogs 45-88 lbs.]
Or
[Only use on dogs 89-132 ibs.] _
[Label identifiers that will be used to identify each respective package size contained
within the box.]

{Bottom Panel of Box]

For Dog use Only

[Right side panel of Box]
LC-2010-2 {or other approved alternate brand name] Fipronil For Dogs

[Only use on dogs and puppies up to 22 Ibs. § weeks or older] 3 (Drawing of pipette)
Or Pipettes
[Only use on dogs 23-44 Ibs. 8 weeks or older]
Or
[Only use on dogs 45-88 ibs.]
Or
[Only use on dogs 89-132 1bs.]
[Label identifiers that will be used to identify each respective package size contained
within the box.]

jLeft side panel of Box]
Lot Number: 3 {Drawing of pipette)
pipettes
LC-2010-2 Fipronit for Doags (EPA File Symbol #6230-F) 5

Revised January 5. 2011
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Sublabel B: Package Insert

L.C-2010-2 {or other approved alternate brand name} Fipronil For Dogs

Only for use on dogs and puppies 8 weeks or older
L.C-2010-2 {or other approved alternate brand name] FOR DOGS is a topical application
for fast action and lasting control of fleas, ticks, chewing lice and mosquitoes.

ACTIVE INGREDIENT
Fiproml........ooooiiviivnnn, 0.7%

INERT INGREDIENTS............. 90.3%

TOTAL. ..o 100.0%

Corpare to Frontline® Top Spot same active ingredient™

KEEP OUT OF REACH OF CHILDREN
CAUTION

LC-2010-2 Jor other approved alternate brand name] For Dogs acts fast and is an
effective, lasting, waterproof, and easy-to-use application for control of fleas, ticks,
chewing lice, and mosquitoes on dogs and puppies. When used as directed, LC-2010-2
for other approved alternate brand name] For Dogs can stop infestations of fleas, ticks,
chewing lice, and mosquitoes and help to prevent re-infestation on dogs and puppies,
including on breeding, pregnant and lactating bitches. LC-2010-2 [or other approved
alternate brand name] For Dogs alsc aids in the control of sarcoptic mange infestations.
Apply monthly to eliminate sarcoptic mange mites.

Specifically, LC-2010-2 [or other approved alternate brand name] For Dogs kills,
controls and prevents infestations of!

1) Newly emerged adult fleas prior to egg-laying, including fleas which could
cause flea allergy dermatitis;

2) Brown Daog tick, the American Dog tick, the Lone Star tick, and the Deer tick
{including ticks that may transmit L.yme Disease), at all stages;

3) Chewing lice infestations;

4} Kills mosquitoes.

LC-2010-2 [or other approved alternate brand name] FOR DOGS contains the active
ingredient fipronil.
Directions For Use

It is a violation of Federal Law to use this product in a manuer inconsistent with its
labeling. Do not allow children to apply this product. READ ENTIRE LABEL AND

LC-20G18-2 Fipronil fur Dogs (EPA Fiic Symbiol 8623(0-E} 3]
Revised January 5, 2011
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ENCLOSED DIRECTIONS BEFORE EACH USE. CAREFULLY FOLLOW ALL
PRECAUTIONARY STATEMENTS AND APPLICABLE USE DIRECTIONS. FOR
USE ON DOGS ONLY. DO NOT USE ON RABBITS OR OTHER ANIMALS.

For topical application only. Apply LC-2010-2 {or other approved alternate brand name]
For Dogs ONLY to dogs and puppies aged 8 weeks or older, including on breeding,
pregnant, and lactating bitches, as indicated below for control of fleas, ticks, chewing
lice, and mosquitoes:

How to Apply

Drawing of a pipette
Drawing of treating animal

1. Open the child resistant package according to the directions on the back of the
sealed inner package for each pipette.

2. Snap the tip of the pipettc away from you as shown.

3. Part the dog's hair and place the tip of the pipette behind the neck and between
the shoulders. Ensure that the entire application of LC-2010-2 {or other approved
alternate brand name! For Dogs 15 contained in a singie spot on the dog’s skin.
Be sure to squeeze the applicator thoroughiy so that the entire contents arc
applied.

Do not apply the product superficially o the dog’s hair. Use only one pipette during each
application.

Do not touch the area where the application was made until it is dry.

[.C-2010-2 {or other approved alternate brand name} For Dogs also aids in the control of
sarcoptic mange infestations. Apply monthly to eliminate sarcoptic mange mites.

Frequency of Application
Fleas: According to rescarch studies, adult fleas are killed for up to three months
following an application of fipronil. If, however, your dog or puppy is susceptible to flea

allergy dermatitis, or if you believe there 1s a risk of remfestation, apply every month.

Ticks: Each application kills ticks for one month or longer. For best control of ticks,
apply once every month.

Chewing Lice: Each application kills chewing lice for one month or longer. For best
control of chewing lice, apply once every month.

Do not reapply LC-2010-2 [or other approved alternate brand name] For Dogs for thirty
{30 days.

LC-2010-2 Fiprondl for Dogs tEPA File Svinhel 86230-E) 7
Revised lanuary 5. 2011
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Please note that there 1s no need to reapply following your dog’s exposure to bathing or
water immersion, as LC-2Q10-2 [or other approved alternate brand name] For Dogs
remains effective in those conditions.

Storage and Disposal

Do not contaminate water food, or feed by storage or disposal.
Storage. Storc unused application pipettes in the onginal child-resistant container and
outer box only, out of reach of chiidren and animals.

Pesticide Disposal. If partly filled: Call your local solid waste agency or 1-800-
CLEANUP for disposal instructions. Never place unused product down any indoor or
outdoor drain.

Container Disposal. Nonrefillable container. If empéy: Do not reuse this container.
Place in trash or offer for recycling if available.

First Aid

Have the product container or label with you when calling a poison control center or
doctor, or if going for treatment.

If Swallowed: Immediately call a poison control center or doctor for freatment advice.
Have the person sip a glass of water if able to swallow. Do not induce vomiting unless
told to do so by the poison control center or doctor. Do not give anything by mouth to an
BRCONSCIous Person.

If in Eves: Hold ¢ye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. Call a
poison control center or doctor for freatment advice.

If on Skin: Rinse skin with plenty of soap and water. Get medical attention if rritation
persists.

PRECAUTIONARY STATEMENTS

Hazards to Humans, Caation.

Harmful if swallowed. Causes eye irritation. Avoid contact with skin, eyes, or clothing.
‘Wash hands thoroughly with soap and water atter handling and before eating, drinking,
chewing gum, or using fobacco.

Hazards to Domestic Animals.

For external use only. Do not use on puppies under 8 weeks of age. Sensitivities may
oceur after using ANY pesticide product for pets. While temporary irritation at the
application area may occur, if signs of continued sensitivity occur, consult a
veterinarian immediately. Should any onusual reactions to the application occur, do not
reapply before consulting with a veterinartan. Certain medications can interact with
pesticides. Consult with your veterinarian before using this product on medicated,
debilitated, or aged dogs. Call 1-888-908-TICK for 24-hour assistance.

Physical or Chemical Hazards
Flammable: Keep away from heat and open flame.

LO-2004-2 Fipronl fin Doas (EPA File Symbol 862350-E} R

Revised fanuary 5, 2011
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Application Options for Different Sizes of Dogs
LC-2010-2 [or other approved alternate brand name] For Dogs comes in four different
packages for different-sized dogs and puppies eight (8) weeks or older:

*Upto 22 ibs.

* 23 to 44 1bs.

* 45 to &8 lbs.

#8910 132 Tbs.

Warranty
To the extent consistent with applicable law, Sellers make no warranty, express or

implied, concerning the use of this product other than as indicated on the labeling. Buyer

assumes all risk of use and handling of the product when such use and handling are
contrary to the label instructions.

* This product is not manufactured or distributed by Merial, the makers of Frontline®
Top Spot

LoradoChem, Inc.

Circa Center, 12 Floor

2929 Arch Street

Philadelphia, PA 18104-2891 USA

EPA Reg. No. 86230-E
Or

EPA Est. No. 87688-IND-01
©2010 LoradoChem, Inc. All rights reserved.

(Drawing of telephone receiver) Questions? Comments?
1-888-908-TICK

Made 1 India

LC-24110-2 Fipronil for Dogs (EPA File Svinbol 86230-E) 9

Revised Janvary 3. 201§

150



Sublabel C: Labeling on the Child Resistant Package

Top of lidding foil: Dotted line with representation of a scissors
Company Name: LoradoChem
Product Name: LC-2010-2 [or other approved alternate brand name]

Fipronil For Dogs
Graphic picture of the pipette

Instructions: To Open Package:
Cut across the top
as shown.
Peel down the foil
completely before
removing pipette,

Species and amount: [Dogs up to 22 Ibs. -~ 0.023 fl.oz.]
Or
[Dogs 23-44 lhs. — 0.045 fl.oz.]
Or
[Dogs 45-88 Ibs. — 0.091 fl.oz.]
Or

[Dogs 89-132 bs. — 0.136 fl.oz.]
[Label identifiers that will be used to identify each respective package size contained
within the box.}

Lot number: Lot No: XXXX

LC-2(410-2 Fipranil lor Dogs { EPA File Symbol 86230-E)
Revised January 5, 2011

10
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Sublabel D: Labeling on the Pipette

Neck of pipette: Contains: fipronil (8.7%)

Body of pipette: LoradoChem
- 10.023 fl.oz.]
Or
[0.0045 fl.0z.]
Or
[0.091 fl.oz.]
Or
[0.136 floz.]
[Label identifiers that will be used to identify each respective package size contained
within the box.]

LC-2010-2 [or other approved alternate brand name]
FIPRONIL For Dogs .

[For Dogs up to 22 Ibs.]
Or
[For Dogs 23-44 Ibs.]
Or
[For Dogs 45-88 Ibs.]
Or
[For Dogs 89-132 lbs.]
[Label identifiers that will be used to identify each respective package size contained
within the box.]

KEEP OUT OF REACH OF CHILDREN
CAUTION
See package insert for directions for use.

EPA Reg. No. 86230-E

LC-2010-2 Fipronii for Dogs (EPA File Symbol §6230-E) 11
Revised Janoary 3, 2011
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Sublabel E: Stickers for Re-application Reminders

1.C-2010-2
[or other approved alternate brand name]
Fipronil for Dogs
Care Card

Kills Fleas, Ticks, Chewing Lice, & Mosquitoes
Picture of Dog

Month 1 Month 2 Month 3

E Drawing of Orawing of Drawing of

‘ paw paw paw

N — o

| Date of i Date of Date of f
Applicatiom Application Application 1

Place sticker on vour calendar or refrigerator to remind yourself to apply LC-2010-2 [or other
approved alternate brand name] For Dogs to your dog

Pet’s Name: Ibs.

LC-201¢-2 Fiprond] for Dogs {EPA File Symbot 86230-E) 12
Revised Jamuary 3. 2011
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wEPA

Flaase raad instriictions on reverss hafars .

Environmental Protection Agency

ating form.

Form App

United States

Washington, DC 204602

MEB No, 2070-D0

_| Registration
_ I Amendment

_3/ Other

j -28-95
QPP Idantifisr Numbar

Application

for Pesticide - Section |

1. Company/Product Number
86230-2

,! 2. EPA Praduct Manager

Richard Gebken

3. Proposed Classification

4. Company/Product (Name)
LoradoChem Inc.

LC-2010-2 Fipronil for Dogs

PM#
10

—
i ¥ [None D Restricted

Street, Philadelphia, PA 16104-2871

[ GChack if this is 8 new addrass

S, Name and Address of Applicant (include ZIP Cods)
LoradoChem Inc., Cira Centre, 12th Floor, 22929 Arch

6. Expedited Reveiw.

E'PA Reg. No.

In accordance with FIFRA Section 3{c){3)
' {bi{i}, my product is similar or identical in campaosition and labeling
o

Product Name

Section - il

[:] Amendment - Explain below.

i ] Notification - ¥xplain below.

! Reszubmission in response to Agency |stter dated

[ . .
iy | Final printed labels in repsonse to

Agency letter dated

"Me Toce" Application,
: Qther - Explain below.
e

Jan. 10, 2011

Explanatmn Usa additional page(s} if necessary. (For section | and Section |1.)

Section - Il

1. Material This Product Will Bs Packaged In:

Child-Rasistant Packapging Unit Packaging

Water Soluble Packaging

2. Type of Containar

Lithograph
Papar gluad
Stenciled

o Yas B Yeos j Yeos Meata!
I Ptastic
No Na i No Glass
g If "Yos" Ne. per 'f "Yes” No. per Paper
* Certification must | Uit Packaging wgt. container Package wgt container Other {Specify) cardboard
be submitted l 1 |
3. Location of Nat Contants Information ’ 4, Sizels) Retail Container 5. Locgtion of Label Diractions
L__: Label U Container i u
6. Manner in Which Labal is Affixed to Product | |Uthograoh | Other

Section - IV

1. Contact Point [Camplate iterns directly below for idantification of individusl to be cantacted, if necassary, to process this a~plication.}

Name
lain Weatherston

Title
Senior Managing Consultant

(623)-535-4 065

Taleshone No. {Include Area Coda)

both ur%dur applicable law,

Certification

A cé“hty that the statemants | have made on this form and all attachments therato are true, accurats snd complots,
: ) acknnwlsdge that any knowlinglly false or misleading statement may ba punishable by fins or imprisonmant 6r

&. Dae Application
Aduuivad

{Stamped}

2. Slgnaturc %LM ng&mm&“m

3. Title

Senior Managing Consultant

4. Typed Nama Y ;

lain Weatherston™

&. Date

January 19, 2011

EPA Form 8570-1 (Rev. 3-94] Previcus editions are obsolets,

White -

EPA Fila Copy {original)

Yaur5 4lppican‘t Copy



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

s
£ WASHINGTON, INC. 28460
pri|
kol
%%
OFFICE OF CHEMICAL SAFETY
ANDTOLLUTION PREVENTION

August 31, 2010

NOTE TO RM 10 Richard Gebken

SUBJECT: Resubmission of Data for Child-Resistant Packaging EPA FILE NO:
86230-R, 86230-E, 86230-G, 86230-U, DP 376304, 376314, 376335, &

376342 Decision # 429282, 429489, 420492, & 425493

Please note that for EPA FILE NO: 86230-R, 86230-E, 86230-G, and 86230-U the
8 Senior Adult Use Effectiveness (SAUE) data are inconclusive. The registrant will need
to submit 8 revised SAUE studies or 16 new studies (8 senior and 8 child studies) for
review. It will require review of the raw data and supporting documentation for each of
the new/revised studies (see Summary of Findings in review). These new/revised studies
will require the same resource intensive activity of approximately 150 days (5 months)
once the reviewer receives the aforementioned submission. Please advise registrant

accordingly.

Thank you for your cooperation in this matter. If you have any questions please

contact me at (703)-308-7368.
SN ¥
Fisaleniot ey

Rosalind L. Gross
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CHILD-RESISTANT PACKAGING REVIEW
Technical Review Branch

IN 04/13/2010 QUT _08/26/2010
TE pdapte s L Kb
RD, TRB, Reviewed by Rosalind L. Gross 08/26/2010

™
EPA Reg. No. or File Symbol 86230-R & 86230-E_

R

DP Barcode 376304 & 376314

Decision # 429282 & 429489
EPA Petition or EUP No.

Date Division Received 3/2/10 & 3/5/10

Type Product(s) Inseciicide (flea product)

Data Accession No(s). MRID numbers 480057-02 & 03, 480130-05, 03, 08. 04,
07, & 02,

Product Mgr./Chemical Review Mgr/Contact Person RM 10
Division RD

Product Name(s) _ LC-2010-1 Fipronil For Cats _ LC-2010-2 Fipronil For Dogs

Company Name(s) LoradoChem Inc.

Submission Purpose Review of CRP studies to determing if they are
adequate to support CRP certification for 5 different
pipette sizes in purple and teal for 4 different dog and

cat products

Active Ingredient(s), PC code, & % Fipronit 9.7%

Sumimary of Findings

In conclusion all the requirements for CRP have not been met for
EPA Reg. No. 86230-R, 86230-E, 86230-G, and 86230-U. For the details of
each study refer to the attached summary chart (summarycht86230-
1,2,3,4.doc). '

The 8 Senior Adult Use Effectiveness (SAUE) studies are
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inconclusive as submitted. The comments on the raw data sheets (such as
cut top pipette, cut top stem, cut applicator, cut into pipette, water leaking into
cavity before she opened) are vague. Additional clarifications consisting of an
explanation and photographs are necessary to allow the Agency to determine
whether or not these packages should be considered successfully opened. [n
accordance with 16 CFR1700.20 and the EPA website the Agency will consider a
package successiully “opened” in SAUE testing only if the contents of the
package can be removed in a condition suitable for their intended use, and the
process of opening and removing the contents would not resuit in significant
exposure to the pesticide. This means that any breaks and cuts in the pipette
that have the potential to release the contents (such as cutting into the
hollow/liquid-containing part of the pipette stem) would be counted as a Senior
Adult Use Effectiveness (SAUE) test failure.

The registrant can reevaluate the raw data sheets against the actual test
packages to determine whether or not the packages should be considered
successfully opened as per the aforementioned criteria. Note the comments on
the raw data sheeis need to be reasonably reconciled with the explanation and
photographs of the test packages to allow the Agency to determine whether or
not these packages should be considered successfully opened. [n the case of
the “water leaking into cavity before she opened”, if the registrant maintains this
is a defective package then the subject should be replaced. The new subject
shouid be of the same age and sex category and meet tester and testing site
percentage requirements per 16 CFR 1700.20. The test package should be
checked pretesting to make sure it is not defective. The studies may then be
resubmitted with the all the raw data sheets, explanations, and
photographs where necessary. If the reported SAUE has changed from the
initial submission or the raw data has changed a revised electronic version
is requested.

Note the CRP certifications are not supported by any CRP test data
for the 0.023 fl. oz. size for EPA Reg. No. 86230-E and 86230-U. The
directions on opening the package given to consumers must be identical to
those given to the seniors during testing for the blisters. The senior testing
directions must be on the back of each blister and the labels must refer the
consumer to the back of the blister (CRP) per the labels submitted April 21,
2010 for EPA Reg. No. 86230-R and 86230-E and June 1, 2010 for EPA Reg.
No. 86230-G and 86230-U. The labels submitted April 21, 2010 for EPA Reg.
No. 86230-R and 86230-E need to be corrected in the storage section of the
label statement to read “Store unused application pipettes in the original
unopened child-resistant container and....”. The labels submitted June 1, 2010
for EPA Reg. No. 86230-G and 86230-U need to be corrected in the storage
section of the label statement to read "Store unused application pipettes in the
original unopened child-resistant container and....". The final label must show
pipette sizes labeled in fl. oz. The number of ml on the label should be
based on [29.6ml per fl. oz. x number of fl. 0z. on the pipettes]. Should any
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human experience/epidemiological evidence indicate a probiem once the
product is in the marketplace, the Agency reserves the right to reexamine
this data comprehensively and to question the child resistance of the
package involved,

Package

The package consists of a pipette containing the product inside a blister.
There are 3 blisters connected to each other per card. The blister, which is the
child-resistant package, is opened by the directions on the back of the blister.
These directions indicate: to cut across the top of the blister along a dotted line
with a scissors icon,; peel down the foil on the back of the blister completely; and
then remove the pipette. The pipettes are purple for the Fipronil only products
EPA Reg. No. 86230-R and EPA Reg. No. 86230-E. The pipettes are teal for the
for the Fipronil and S-Methoprene products EPA Reg. No. 86230-G and EPA
Reg. No. 86230-U. The pipette comes in 5 different sizes (0.017, 0.023, 0.045,
0.91, and .136 fl. 0z.).

Toxicity

The toxicity of the product is based on the toxicity of Fipronil. The toxic or
harmful amount of Fipronil for an 11.4 kg child is 2.5mg/kg times 11.4kg, which
equals 28.5mg. Access to a toxic or harmful amt = 28.5mg = 28.5mg divided by
[1028mg/ml x 0.097 Fipronil} = 0.286ml = 0.29m! for Fipronil only products
EPA Reg. No. 86230-R, 86230-E. Access to a toxic or harmful amt = 28.5mg =
28.5mg divided by [1022.3mg/ml x 0.098 Fipronil] = 0.284ml = 0.28ml for
Fipronil & S-Methoprene Cat EPA Reg. No. 86230-G. Access to atoxic or
harmful amt = 28.5mg = 28.56mg divided by [1020mg/ml x 0.098 Fipronil} =
0.285ml = 0.29ml for Fipronil & S-Methoprene Dog EPA Reg. No. 86230-U.
Access {o one pipette represents a failure for a child for all sizes greater than
0.28ml for EPA Reg. No. 86230-G, or 0.29ml for EPA Reg. No. 86230-R, 86230-
E, and 86230-U.

Toxicity, Child Failure, and Package

EPA Reg # FI.Oz. | mi(29.6ml | Product Yo mg
=1 fl.oz} Density Fipronil | Fipronil
mg/ml

# unit = tox
fharmful amt

1
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EPA Reg # Fl. Oz. ml {29.6ml | Product % mg # unit = tox

=1 fl.oz} Density Fipronil | Fipronil /harmful amt
mg/mi

86230-R cat 0.017 05 1028 9.7 49.86 1

Fipronil

86230-E dog Fipronil 0.023 0.68 1028 9.7 67.81 1

86230-E dog Fipronil 0.04& 1.33 1028 9.7 132.62 1

86230-E dog Fipronil 0.091 2.69 1028 9.7 268.24 1

86230-E dog Fipronil 0.136 4.03 1028 9.7 401.86 (

86230-G cat 0.017 0.5 1022.3 8.8 50.09 1

Fipronil & &-

Methoprene

86230-U dog 0.023 0.68 1020 9.8 67.97 1

Fipronil & S-

Methoprene
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EPAReg# FL Oz. mi (29.6ml Product Y myg # unif = tox
=1 fl.oz) Density Fipronilt | Fipronil frarmful amt
mg/mi

86230-U dog 0.045 1.33 1020 8.8 132.85 1

Fipronil & S-

Methoprene

86230-U dog 0.091 2.69 1020 8.8 268.88 1

Fipronil & S-

Methoprene

88230-U dog 0.136 403 1020 98 402 84 1

Fipronil & S-

Methoprene

Failure

For the purposes of CRP testing a child failure is access to one blister for
all sizes greater than 0.28ml for EPA Reg. No. 86230-G, or 0.29ml for EPA Reg.
No. 86230-R, 86230-E, and 86230-U.

A unit failure for the child test was defined as access to the pipette or
any partial or compiete access to the placebo (water) for EPA Reg. No. 86230-R,
86230-E, 86230-G, and 86230-U.

A Senior Adult Use Effectiveness failure is the inability to access the
pipette in the prescribed test time of 5 minutes for the first package or 1 minute
for the second package, breaking or cutting the pipette that has the potentiai to
release the contents (such as cutting into the hollow/liquid-containing part of the
pipette stem) in the prescribed test time of 5 minutes for the first package or 1
minute for the second package, or accessing any amount of placebo (water)
_while opening the blister in the prescribed test time of 5 minutes for the first
package or 1 minute for the second package.

Analysis of Data and Conclusion
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The CRP certifications dated February 25, 2010 for EPA Reg. No. 86230-
R, 86230-E, 86230-G, and 86230-U are acceptable. Note the CRP certifications
are not supported by any CRP test data for the 0.023 fl. oz. size for EPA Reg.
No. 86230-E and 86230-U. The labels submitted April 21, 2010 for EPA Reg.
No. 86230-R and 86230-E need to be corrected in the storage section of the
label statement to read “Store unused application pipettes in the original
unopened child-resistant container and....”. The labels submitted June 1, 2010
for EPA Reg. No. 86230-G and 86230-U need to be corrected in the storage
section of the label statement to read “Store unused application pipettes in the

original unopened child-resistant container and....”.

A screening of CRP studies (MRID numbers 480057-02 & 03, 480130-05,
03, 06, 04, 07, & 02, 480132-02 & 03, 480131-06, 03, 05, 04, 07, & 02) revealed
the CRP studies associated with the lowest senior adult use effectiveness
(SAUE)} was MRID number 480130-02 and the fowest child-resistant
effectiveness (CRE) was MRID number 480057-02. A comprehensive review
was done for the lowest SAUE including the CRE associated with it (MRID
numbers 480130-02 & 480130-07}) and the lowest CRE including the SAUE
associated with it (MRID numbers 480057-02 & 480057-03). On the basis of the
comprehensive review for the SAUE studies MRID numbers 480130-02 &
480057-03 the other 8 SAUE studies were also comprehensively reviewed. Note
the 6 remaining CRE studies were not comprehensively reviewed.

Child Study 3 purple pipettes each in a blister 0.017 fl. oz. size { MRID
480057-02 which is the lowest CRE} involved giving each chiid 1 card with 3
blisters each containing a pipette with 0.017 fl. oz. of water at the start of the test.
A child failure was defined as access to 1 blister as the blister was the child-
resistant feature. A blister failure was access to the pipette or any partial or
complete access to the placebo. Data Analysis showed 1 age calculation error,
a 46 month old female was reported as 47 months old, but the child remains in
same age group. The results are not affected. There were 4 chiid failures, two
50 month old males, a 47 month old female, and a 49 month old female. One 50
month oid male accessed 2 pipettes and the other three subjects each accessed
1 pipette. Study is a pass of the child test according to the sequential test
chart in 16 CFR 1700.20.

Senior Adult Use Effectiveness Study 3 purple pipettes each in a
blister 0.017 fl. oz. size (MRID 480057-03) involved having the test subjects
open one blister during a 5 minute test period and a one minute test period.
Scissors were made available during testing because the test directions given to
the seniors called for their use. A Senior Adult Use Effectiveness failure is failure
to access the pipette in the prescribed test time of 5 minute for the first package
or 1 minute for the second package, breaking or cutting the pipette that has the
potential to release the contents (such as cutting into the hollow/liquid-containing
part of the pipette stem) in the prescribed test time of 5 minute for the first
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package or 1 minute for the second package, or accessing any amount of
placebo/water while opening the blister in the prescribed test time of 5 minute for
the first package or 1 minute for the second package. Review of the comments
on the raw data sheets indicated 4 subjects whose resuits were inconclusive.
Additional clarifications consisting of an explanation and photographs (test
packages) are necessary to allow the Agency to determine whether or not these
packages should be considered successfully opened. These 4 subjects are a 54
year old male package 18, a 55 year old male package 46, a 57 year old male
package 45, and a 69 year old female package 80. Data Analysis showed 7
senior failures, (a 54 year old female and 64 year old female failed to open
package A, a 54 year old female, a 60 year old female, a 68 year old male, a 69
year old female, and a 70 year old female failed fo open package B). In
conclusion results are inconclusive. CRP SAUE requirements are not met.

Child Study 3 purple pipettes each in a blister 0.136 fl. oz. size { MRID
480130-07) involved giving each child 1 card with 3 blisters each containing a
pipette with 0.136 fl. 0z. of water at the start of the test. A child failure was
defined as access to 1 blister as the blister was the child-resistant feature. A
blister failure was access to the pipette or any partial or complete access to the
placebo. Data Analysis showed 2 age calculation errors, a 49 month old female
was reported as 50 months old, and a 45 month old male was reported as 46
meonths old. The children remained in the same age group. The results are not
affected. There were 2 child failures, a 47month old female accessed 1 pipette
and a 50 month old female accessed 2 pipettes. Study is a pass of the child
test according to the sequential test chart in 16 CFR 1700.20.

Senior Aduit Use Effectiveness Study 3 purple pipettes each in a
blister 0.136 fl. oz. size (MRID 480130-02 which is the lowest SAUE) involved
having the test subjects open one blister during a 5 minute test period and a one
minute fest period. Scissors were made available during testing because the test
directions given to the seniors called for their use. A Senior Adult Use
Effectiveness failure is fatlure to access the pipette in the prescribed test time of
5 minute for the first package or 1 minute for the second package, breaking or
cutting the pipette that has the potential to release the contents (such as cutting
into the hollowfliquid-containing part of the pipette stem) in the prescribed test
time of 5 minute for the first package or 1 minute for the second package, or
accessing any amount of placebo/water while opening the blister in the
prescribed test time of 5 minute for the first package or 1 minute for the second
package. Review of the comments on the raw data sheets indicated 4
subjects whose results were inconclusive. Additional clarifications consisting of
an explanation and photographs (test packages) are necessary to allow the
Agency to determine whether or not these packages should be considered
successfully opened. These 4 subjects are a 61 year old female package 57, a
63 year old female package 71, a 60 year old male package 86, and a 61 year
old male package 99. Data Analysis demonstrated errors in the electronic
version due to inputting package 55 twice. A new electronic version was
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submitted. Data Analysis of it showed one age calculation error, a 54 year old
male was reported as 51 years old but subject remains in same age group. The
resuits are not affected. There were 10 senior failures, (a 56 year old female,
two 57 year old females, two 62 year old females, a 66 year old female, a 68
year old female, a 68 year old male, a 69 year old female, and a 70 year old
female failed to open package B). In conclusion results are inconclusive.
CRP SAUE requirements are not met.

Senior Adult Use Effectiveness Study 3 purple pipettes eachina
blister 0.045 fi. oz. size (MRID 480130-03) involved having the test subjects
open cone blister during a 5 minute test period and a one minute test period.
Scissors were made available during testing because the test directions given to
the seniors called for their use. A Senior Adult Use Effectiveness failure is failure
to access the pipette in the prescribed test time of & minute for the first package
or 1 minute for the second package, breaking or cutting the pipette that has the
potential to release the contents (such as cutting into the hollow/liquid-containing
part of the pipette stem) in the prescribed test time of 5 minute for the first
package or 1 minute for the second package, or accessing any amount of
placebo/water while opening the blister in the prescribed test time of 5 minute for
the first package or 1 minute for the second package. Review of the comments
on the raw data sheets was inconclusive because 75 of the raw data sheets
were not submitted. Commentis on the raw data sheets {(such as cut top
pipette, cut top stem, cut applicator, cut into pipette) are vague. Additional
clarifications consisting of an explanation and photographs (test packages) may
be necessary to allow the Agency to determine whether or not these packages
should be considered successfully opened. In accordance with 16 CFR 1700.20
and the EPA website the Agency will consider a package successfully “opened”
in SAUE testing only if the contents of the package can be removed ina
condition suitable for their intended use, and the process of opening and
removing the contents would not result in significant exposure to the pesticide.
This means that any breaks and cuts in the pipette that have the potential to
release the contents (such as cutting into the hollow/liquid-containing part of the
pipette stem) would be counted as a Senior Adult Use Effectiveness (SAUE)
failure. The registrant can reevaluate the raw data sheets for this study against
the actual test packages to determine whether or not the packages should be
considered successfully opened as per the aforementioned criteria. Note the
comments on the raw data sheets need to be reasonably reconciled with the
explanation and photographs of the test packages to allow the Agency to
determine whether or not these packages should be considered successfully
opened. Data Analysis showed one age calculation error a 54 year old female
{test date 2/13/10 birth date 10/6/55] was reported as 55 years old which means
the age distribution is not in accordance with 16 CFR 1700.20. There were 5
senior failures, (a 53 year old female failed to open package A, a 52 year old
female, a 59year old female, a 62 year old male, and a 63 year old female failed -
to open package B). In conclusion results are inconclusive. CRP SAUE
requirements are not met.
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Senior Adult Use Effectiveness Study 3 purple pipettes each in a
biister 0.091 fi. oz. size (MRID 480130-04) involved having the test subjects
open one blister during a 5 minute test period and a one minute test period.
Scissors were made available during testing because the test directions given to
the seniors called for their use. A Senior Adult Use Effectiveness failure is failure
o access the pipette in the prescribed test time of 5 minute for the first package
or 1 minute for the second package, breaking or cutting the pipeite that has the
potential to release the contents (such as cutting into the hollow/liquid-containing
part of the pipette stem) in the prescribed test time of 5 minute for the first
package or 1 minute for the second package, or accessing any amount of
placebo/water while opening the blister in the prescribed test time of 5 minute for
the first package or 1 minute for the second package. Review of the comments
on the raw data sheets indicated 6 subjects whose results were inconclusive.
Additional clarifications consisting of an explanation and photographs (test
packages) are necessary to allow the Agency to determine whether or not these
packages should be considered successfully opened. These 6 subjects are a 52
year old female package 1, a 54 year old female package 15, a 55 year old male
package 44, a 56 year old male package 48, a 61 year old female package 54,
and a 67 year old female package 80. Data Analysis showed one age
calculation error, a 68 year old female was reporied as 67 years old but the
subject remains in same age group. The results are not affected. There were 3
senior failures, (a 80 year old male, a 61 year old female, and a 70 year old male
failed to open package B). In conclusion resuits are inconclusive. CRP
SAUE requirements are not met.

Senior Adult Use Effectiveness Study 3 teal pipettes each in a blister
0.017 fl. oz. size (MRID 480132-03) involved having the test subjects open one
blister during a 5 minute test period and a one minute test period. Scissors were
made available during testing because the test directions given to the seniors
called for their use. A Senior Adult Use Effectiveness failure is failure to access
the pipette in the prescribed test time of 5 minute for the first package or 1 minute
for the second package, breaking or cutting the pipette that has the potential to
release the contents (such as cutting into the hollow/liquid-containing part of the
pipette stem) in the prescribed test time of 5 minute for the first package or 1
minute for the second package, or accessing any amount of placebo/water while
opening the blister in the prescribed test time of & minute for the first package or
1 minute for the second package. Review of the comments on the raw data
sheets indicated 4 subjects whose results were inconclusive. Additional
clarifications consisting of an explanation and photographs (test packages) are
necessary to allow the Agency to determine whether or not these packages
should be considered successfuily opened. These 4 subjects are a 54 year old
female package 14, a 63 year old female package 64, a 68 year old female
package 80, and a 61 year old female package 83. Data Analysis demonstrated
errors in the electronic version due to inputting a 58 year old male as 49 years
old. The second electronic version also had errors due to input the opening time
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for package 7 (package B) a failure as 39 seconds not 61 seconds. A new
electronic version was submitted. Data Analysis of it showed 10 senior failures,
(a 68 year old female failed to open package A, a 53 year old female, a 54 year
old female, a 53 year old female, a 59 year old female, a 62 year old male, a 63
year old female, a 64 year old female, a 67 year old female and a 68 year old
male failed to open package B). In conclusion results are inconclusive. CRP
SAUE requirements are not met.

Senior Adult Use Effectiveness Study 3 teal pipettes each in a blister
0.045 fl. oz. size (MRID 480131-03) involved having the test subjects open one
blister during a 5 minute test period and a one minute test period. Scissors were
made available during testing because the test directions given to the seniors
called for their use. A Senior Adult Use Effectiveness failure is failure to access
the pipette in the prescribed test time of 5 minute for the first package or 1 minute
for the second package, breaking or cutting the pipefte that has the potential to
release the contents (such as cutting into the hollow/liquid-containing part of the
pipette stem) in the prescribed test time of 5 minute for the first package or 1
minute for the second package, or accessing any amount of placebo/water while
opening the blister in the prescribed test time of 5 minute for the first package or
1 minute for the second package. Review of the comments on the raw data
sheets indicated 8 subjects whose results were inconclusive. Additional
clarifications consisting of an explanation and photographs (test packages) are
necessary to allow the Agency to determine whether or not these packages
should be considered successfully opened. Note the comments on the raw data
sheets need to be reasonably reconciled with the explanation and photographs of
the test packages to allow the Agency to determine whether or not these
packages should be considered successfully opened. These 8 subjects are a 54
year old female package 14, a 53 year old male package 20, a 51 year old male
package 24, a 59 year old female package 26, a 58 year old female package 43,
a 64 year old female package 82, a 68 year old male package 87, and a 61 year
old male package 92. Data Analysis demonstrated errors in the electronic
version due to inputting package 71 twice. A new electronic version was
submitted. Data Analysis of it showed 6 senior failures, (a 51 year old female,
two 63 year old females, a 66 year old male, a 66 year old female, and a 69 year
old female failed to open package B). In conclusion results are inconclusive.
CRP SAUE requirements are not met.

Senior Adult Use Effectiveness Study 3 teal pipettes each in a blister
0.091 fl. oz. size (MRID 480131-04) invoived having the test subjects open one
blister during a 5 minute test period and a one minute test period. Scissors were
made available during testing because the test directions given to the seniors
called for their use. A Senior Adult Use Effectiveness failure is failure to access
the pipette in the prescribed test time of 5 minute for the first package or 1 minute
for the second package, breaking or cutting the pipette that has the potential to
release the contents (such as cutting into the hollow/liquid-containing part of the
pipette stem) in the prescribed test time of 5 minute for the first package or 1
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minute for the second package, or accessing any amount of placebo/water while
opening the blister in the prescribed test time of 5 minute for the first package or
1 minute for the second package. Review of the comments on the raw data
sheets indicated 3 subjects whose results were inconclusive. Additional
clarifications consisting of an explanation and photographs (test packages) are
necessary to allow the Agency to determine whether or not these packages
should be considered successfully opened. These 3 subjects are a 58 year old
female package 27, a 64 year old female package 52, and a 66 year old female
package 77. In the case of the “water leaking into cavity before she opened”,
if the regisfrant maintains this is a defective package then the subject should be
replaced. The new subject should be of the same age and sex category and
meet tester and testing site percentage requirements per 16 CFR 1700.20. The
test package should be checked pretesting to make sure it is not defective. Data
Analysis showed 1 age calculation error, a 61 year old female was reported as
67 years old. Subject remains in same age group, so results are not affected.
There were 8 senior failures, (a 56 year old female failed to open package A, a
52 year old female, a 61 year old male, two 62 year old females, two 63 year old
females, and a 69 year old female failed to open package B). In conclusion
results are inconclusive. CRP SAUE requirements are not met.

Senior Adult Use Effectiveness Study 3 teal pipettes each in a blister
0.136 fi. oz. size (MRID 480131-02) involved having the test subjects open one
blister during a 5 minute test period and a one minute test period. Scissors were
made available during testing because the test directions given to the seniors
called for their use., A Senior Adult Use Effectiveness failure is failure to access
the pipette in the prescribed test time of 5 minute for the first package or 1 minute
for the second package, breaking or cutting the pipette that has the potential fo
release the contents (such as cutting into the hollow/liquid-containing part of the
pipette stem) in the prescribed test time of 5 minute for the first package or 1
minute for the second package, or accessing any amount of placebo/water while
opening the blister in the prescribed test time of 5 minute for the first package or
1 minute for the second package. Review of the comments on the raw data
sheets indicated 4 subjects whose results were inconclusive. Additional
clarifications consisting of an explanation and photographs (test packages) are
necessary to allow the Agency to determine whether or not these packages
should be considered successfully opened. These 4 subjects are a 51 year old
female package 27, a 57 year old female package 39, a 63year old female
package 62, and a 61 year old male package 95. Data Analysis showed 5
senior failures, (a 55 year old female, two 68 year old females, a 69 year old
female, and a 70 year old female failed to open package B). In conclusion
results are inconclusive. CRP SAUE requirements are not met.

Based on the CRE values the registrant reported for MRID numbers
480130-05 & 06, 480132-02, 480131-08, 05, & 07 along with a-computerized
analysis of the data these studies pass the CRE sequential test chart in 16 CFR
1700.20. For the details of each study refer to the attached summary chart
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{summarycht86230-1,2,3,4.doc}).

in conclusion all the requirements for CRP have not been met for
EPA Reg. No. 86230-R, 86230-E, 86230-G, and 86230-U. For the details of
each study refer to the attached summary chart (summarycht86230-
1,2,3,4.doc). The 8 SAUE studies are inconclusive as submitted. The
comments on the raw data sheets (such as cut top pipette, cut top stem, cut
applicator, cut into pipette, water leaking into cavity before she opened) are
vague. Additional clartfications consisting of an explanation and photographs are
necessary fo allow the Agency to determine whether or not these packages
should be considered successfully opened. In accordance with 16 CFR1700.20
and the EPA website the Agency will consider a package successfully “opened”
in SAUE testing only if the contents of the package can be removed in a
condition suitable for their infended use, and the process of opening and
removing the contents would not result in significant exposure to the pesticide.
This means that any breaks and cuts in the pipette that have the potential to
release the contents (such as cutting into the hoflow/liquid-containing part of the
pipette stem) would be counted as a Senior Adult Use Effectiveness test failure.

The registrant can reevaluate the raw data sheets against the actual fest
packages to determine whether or not the packages should be considered
successfully opened as per the aforementioned criteria. Note the comments on
the raw data sheets need to be reasonably reconciled with the explanation and
photographs of the test packages to allow the Agency to determine whether or
not these packages should be considered successfully opened. In the case of
the “water leaking into cavity before she opened”, if the registrant maintains this
is a defective package then the subject should be replaced. The new subject
should be of the same age and sex category and meet tester and festing site
percentage requirements per 16 CFR 1700.20. The test package should be
checked pretesting to make sure it is not defective. The studies may then be
resubmitted with the all the raw data sheets, explanations, and
photographs where necessary. If the reported SAUE has changed from the
initial submission or the raw data has changed a revised electronic version
is requested.

Note the CRP certifications are not supported by any CRP test data
for the 0.023 fl. oz. size for EPA Reg. No. 86230-E and 86230-U). The
directions on opening the package given to consumers must be identical to
those given to the seniors during testing for the blisters. The senior testing
directions must be on the back of each blister and the labels must refer the
consumer to the back of the blister (CRP) per the labels submitted April 21,
2010 for EPA Reg. No. 86230-R and 86230-E and June 1, 2010 for EPA Reg.
No. 86230-G and 86230-U. The labels submitted April 21, 2010 for EPA Reg.
No. 86230-R and 86230-E need to be corrected in the storage section of the
label statement to read “Store unused application pipettes in the original
unopened child-resistant container and....”. The labels submitted June 1, 2010
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for EPA Reg. No. 86230-G and 86230-U need to be corrected in the storage
section of the label statement 1o read “Store unused application pipettes in the
original unopened child-resistant container and....”. The final label must show
pipette sizes labeled in fl. 0oz. The number of ml on the label should be
based on [29.8ml per fl. 0z. x number of fl. oz. on the pipettes]. Should any
human experience/epidemiological evidence indicate a problem once the
product is in the marketplace, the Agency reserves the right to reexamine
this data comprehensively and to question the child resistance of the
package involved.
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CRPdatasummarycht
EPA REG # 86230-R LC-2010-1 Fipronil For Cats and 86230-E LC-2010-2 Fipronii For Dogs

Chemical - Fipronil 9.7%

Company Name i_orado Chem Inc.

A Senior Adult Use Effectiveness failure is failure to access the pipette in the prescribed test time of 5 min. for the 1% pkg or 1 min. for the 2 pkg, breaking or

cutting the pipetie that has the potentiai to release the contents (such as cutting into the hoilow/liquid-containing part of the pipette stem) in the prescribed test time

of 5 min. for the 1% pkg or 1 min. for the 2™ pkg, or accessing any amount of placebo/water while opening the blister in the prescribed test time of 5 min. for the 1
pkg or 1 min. for the 2™ pkg.

A child failure is access to 1 unit, Access {o 1 unit is more than 28.5mg of Fipronil for all sizes.

A unii failure is access to the pipette or any partiai or complete access o the placebo (water).

Access to a toxic or harmfui amt = 28.5mg = 28.5mg divided by [1028mg/ml x 0.097 Fipronil] = 0.286ml = 0.29mli for Fipronil only products
Access to a toxic or harmful amt = 28.5myg = 28.5mg divided by {1022.3mg/ml x 0.098 Fiprenil] = .284m| = ¢.28ml for Fipronil & S-Methoprene Cat
Access to a toxic or hamful amt = 28.5mg = 28.5mg. divided by [1020mg/m| x 0.098 Fipronif] = 0.285ml = 0.29mt for Fipronil & S-Methoprene Dog

% Al - Fipronil 9.7%

iNote:

1.

2

The blister is the child-resistant feature.

The pipettes are filed in fl. 0z. {(5/26/10 telephone call R. Gross/D. Petrick). The pipette sizes in ml are based on [29.6ml per fl. 0z. x number of fl.

oz. on the pipettes]. The final label must show pipette sizes labeled in fl, 0z. The number of mi on fabel should be based on {29.6ml per fl. 0z. x
number of fl. oz. on the pipettes].

16 CRP studies were submitted by the Company to cover the § sizes (0.017, 0.023, 0.045, 0.091, and 0.136 fi. 0z.) in 2 colors {purple and teal).
No studies were submitted for the 0.023 fl. 0z, size in either color. No extrapolation was allowed. in the purple color the 0.017 1. oz. size (MRID
480057-02) 4 child failures were reported by the company, which is a pass of the 50 child test in 16 CFR 1700.20. However, it is a marginal pass
as 5 child failures is the maximum for a 50 child pass in 16 CFR 1700.20. Therefore, it will not be used for extrapolation purposes. In the teal
color the 0.017 fl. 0z. size (MRID 480132-03) a 90% Senior Adult Use Effectiveness (SAUE) was reported by the company, which is a marginal
pass of the SAUE per 16 CFR 1700.15(b}{2)(i) per the protocol in 16 CFR 1700.20. Therefore, it will not be used for extrapolation purposes.
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EPA REG MRID PKG Description # Pkges Company Data Data Conclusion
# Include mi per Pkg
# unitfpkg, chitd fait = # | Child CRE SAUE Comprehens | Only inciude CRE & SAUE via computer analysis
units, color, toxfharm = | Get at ive Review & | Comp
# units Begin why uter
Test Analy
515
86230-E purple pipette @ 0.023 } 1 card Study not done. Cannot extrapolate based on 8.5mi MRID
dog Fiproni fl. oz. {0.68ml)in & with 3 {480057-02 & 480057-03) and 1.33ml size MRID {480130-05 &
biister and thres hlisters 480430-03)
blisters aftached to
each other as a card.
Water placebo in
pipette. Toxtharm = 1
pipette, chitd faif = 1
pipette
86230-E 480130-05 purple pipette @ 0.045 | 1 card 2 child failures = X CRP certification dated 2/25/10 is ok. Label submitted 4/21/2010
dog Fipronid § GLM 29090 fi. oz. {1.33mllin a with 3 Pass 50 child test. page 9 label on CRP has same CRP directions as in study, label
blister and three blisters 1child apen 3 on hox and pkyg insert refer consumer to back of CRP for opening

biisters attached to
each other as a card.
Water placebo in
pipette. Toxfharm = 1
pipette, child fail = 1
pipette

blister, 1 child open
1 blister.

directions. Note this is acceptable. However in the storage
section of the label the statement should be changed to read “Store
wnused application pipettes in the original unopened chilg-
resistant container and,.."

Data Analyslts showed 1 age calculation error, a 42 month old
male was reported as a 43 month old, hut subject remains in same
age group, Resuits are not affected. There were 2 child failures, a
49 month oid male, and a 51 month old maile. One male accessed
3 pipettes and the other male accessed 1 pipette. Study is a pass
of the child test according to the sequential test chart in 16 CFR
1700.26.




EPA REG MRID PKG Description # Pkges Company Data Data Conciusion
# Inciude mi per Pkg
# unitipkg, child fail =# [ Child CRE SALE Comprehens | Only include CRE & SALUE via computer analysis
units, color, toxfharm = | Get at ive Review & | Comp
# units Begin why uter
Test Analy
sis
86230-E 450130-06 purple pipetie @ 0.081 ] 1 card ne child failures = X CRP certtlication dated 2/25/10 is ok. Label submitted 4/21/2010 "
dog Fipronjl | GLM 29092 fl. oz. (2.69ml in a with 3 Pass 50 child test. page 9 label on CRP has same CRF directions as in study, labei
blister and three biisters on box and pkg insert refar consumer to back of CRP for opening
biisters attached to directions. Note this is acceptable, However in the storage
each other as a card. section of the label the statement should he changed to read “Store
Water placebo in unused application pipettes in the original unopened chiid-
pipette. Toxfharm = 1 ' registant container and...."
pipette, child fail = 1 Data Analysis showed 1 age calculation error, a 50 month old
pipette {emale was reported as a 51 month old, but subject remains in
same age group. Results are not affected. There were no child
failures. Studyis a pass of the child test according to the
sequential test chart in 16 CFR 1700.20.
86230-E 480130-04 purple pipette @ 0.091 1 card 97% SAUE X ? SAUE CRP certification dated 2/25(10 is ok. Label submitted 4/21/2010
dog Fipronil | GLM 10057 fi. oz. {2.69mi} in a with 3 JFaili=3 per raw data page 9 label on CRP has same CRP directions as in study, label
blister and three blisters Fail open sheet on hox and pkg insert refer consumer to back of CRF for opehing
biisters attached to pkg B comments directions. Note this is acceptable. However in the storage

each other as'a card.
Water piacebo in
pipetie. Tox/harm = 1
pipette, child fail = ¢
pipette

section of the label the statement should be changed to read “Store
unused application pipettes in the criginal unopened child-
resistant container and...."

Review of the comments on the raw data sheets indicated &
subjects whose results were inconclusive. Additionai clarifications
consisting of an explanation and photographs(test packages) are
necessary to allow the Agency to determine whether or not these
packages should be considered successfully opened. These 6
subjects are a 52 year old female package 1, a 54 year old female
package 15, a 55 year old male package 44, a 56 year old male
package 48, a 61 year old female package 54, and a 67 year old
female package 80.

Data Analysis showed one age calculation error, a 68 year old
female was reported as §7 years old but subject remains in same
age group. Results are not affected. There were 3 senior failures,
{a 60 year old male, a 81 year old female, and a 70 year old malg
failed to open package B). In conclusion results are
inconclusive. CRP SAUE requirements are not met.
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July 22, 2010

CRPdatasummarycht
EPA REG # 86230-G LC-2010-3 Plus Fipronit & S-Methoprene For Cats

Chemical - Fipronil 9.8%
S-Methoprene 11.8%

Company Name Lorado Chem inc.

A Senior Adult Use Effectiveness failure is failure to access the pipette in the prescribed test time of 5 min. for the 1% pkg or 1 min. for the 2" pkg, breaking or
cutting the pipette that has the potential to release the contents (such as cutting into the hollow/liquid-containing part of the pipette stem) in the prescribed test time
of 5 min. for the 1% pkg or 1 min. for the 2" pky. or accessing any amount of ptacebo/water while opening the biister in the prescribed test fime of 5 min. for the 15
pkg or 1 min. for the 2™ pkg.
A chitd fallure is access to 1 unit. Access te 1 unit is more than 28.5mg of Fipronil for all sizes.

A unit faiitre is access to the pipette or any partial or complete access to the placebo (water).

Access to a toxic or harmfui amt = 28.5mg = 28.5mg dfv_ided by {1028mg/mi x 0.087 Fipronil] = 0.286ml = 0.29m! for Fipronil only products
Access to a toxic or hamiut amt = 28.5mg = 28.5mg divided by [1022.3mg/ml x 0,098 Fipronil] = .284m| = 0.28mi for Fipronil & S-Methoprene Cat
Access to a toxic or harmful amt = 28.5mg = 28.8mg divided by [1020mg/mi x 0.098 Fipronil] = 0.285m1 = 0.29ml for Fipronil & S-Methoprene Dog

% Al - Fipronil 2.8%
S-Methoprene 11.8%

Note:

1. The biister is the child-resistant feature,

2. The pipettes are filled in f. 0z. (5/26M0 telephone call R, Gross/D, Petrick), The pipette sizes in mil are based on [2%.6ml per fl. oz. x number of fi,
oz. on the pipettes]. The final label must show pipette sizes labeled in {l. 0z. The number of ml on label should be based on [29.6ml per fi. 0z. X
number of fl, oz, on the pipettes].

3. 16 CRP studies were submitted by the Company to cover the & sizes (0.017, 0.023, 0.045, 0.081, and 0.136 fi. 0z.) in 2 colors {purple and teal). No

studies were submitted for the 0.023 fl. oz. size in either color, No extrapolation was allowed, in the purple color the 0.017 fl. oz. size (MRID
480057-02) 4 child faiiures were reported by the company, which is a pass of the 50 child test in 16 CFR 1700.20. However, it is a marginal pass
as 5 child failures is the maximum for a 50 child pass in 16 CFR 1700.20. Therefore, it will not be used for extrapolation purposes. In the teal
color the 0.017 fl, oz. size (MRID 480132-03) a 90% Senior Adult Use Effectiveness (SAUE} was reported by the company, which is a marginal
pass of the SAUE per 16 CFR 1700.15(b}(2)(i} per the protocoi in 16 CFR 1700.20. Therefore, it will not be used for extrapolation purposes.
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July 22, 2010
CRPdatasummarycht
EPA REG # 86230-U LC-2010-4 Plus Fipronil & S-Methoprene For Dogs

Chemical - Fipronil 9.8%
S-Methoprene 8.8%
Company Name Lorado Chem Inc.

A Senior Adult Use Effectiveness faifure is failure 1o access the pipette in the prescribed test time of 5 min. for the 1% pkg or 1 min. for the 2" pkg, breaking or
cuttlng the plpette that has the potential to release the contents (such as cutting info the hoflow/liquid-containing part of the pipette stem) in the prescribed test tlme
of 5 min. for the 1° pkg or 1 min. for the 2™ pkg, or accessing any amount of placebo/water while opening the blister in the prescribed test time of 5 min, for the 1
pkg or 1 min. for the 2™ pkg.

A child failure is access to 1 unit. Access to 1 unit is more than 28.5mg of Fipronil for all sizes,

A unit failure is access to the pipette or any partial or complete access to the placebo (water).

Access to a toxic or harmful amt = 28.5mg = 28.5mg divided by [1028mg/mi x 0.097 Fipronil] = 0.286ml = 0.29mi for Fipronil only products
Access to a toxic or harmfuf amt = 28.5myg = 28.5mg divided by [1022.3mg/mli x 0.088 Fipronil] = .284ml = 6.28ml for Fipronil & S-Methoprene Cat
Access to a toxic or harmful amt = 28.5mg = 28.5mg divided by [1020mg/mi x 0.098 Fipronif] = 0.285ml = 0.29ml for Fipronil & S-Methoprene Dog

% Al - Fipronil 9.8%
S-Methoprene 8.8%

Mote:

1. The blister is the child-resistant feature.

2. The pipettes are filled in fl. oz. {5/26/10 telephone call R. Grass/D. Petrick). The pipette sizes in ml are based on [29.8mi per fl. 0z. x number of fi.
oz. on the pipettes]. The final label must show pipette sizes labeled in fl. 0z. The number of ml on label shouid be based on [29.6ml per fi. 0z. x
number of fl. oz. on the pipettes].

3. 16 CRP studies were submitted by the Company to cover the § sizes (0.017, 0.023, 0.045, 0.091, and 0.136 fl. 0z.) in 2 colors (purple and teal). No

studies were submitted for the 0.023 fl. oz, size in either color. No extrapolation was allowed. In the purple color the 0.017 fl. oz. size (MRID
480057-02) 4 child failures were reported by the company, which is a pass of the 50 chiid test in 16 CFR 1700.20. However, it is a marginal pass
as 5 child failures is the maximum for a 50 child pass in 16 CFR 1700.20. Therefore, it will not be used for extrapolation purposes. In the teal
color the 0.017 fl. oz. size (MRID 480132-03) a 80% Senior Adult Use Effectiveness (SAUE) was reported by the company, which is a marginal
pass of the SAUE per 16 CFR 1700.15(b}{2)(i) per the protocol in 16 CFR 1700.20. Therefore, it wiil not be used for extrapolation purposes.
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EPA REG MRID PKG Description # Pkges Company Data Data Conclusion
# Include ml per Pkg
# unitipkg, child fail Child CRE SAUE Comprehens 1 Only include CRE & SAUE via computer analysis
= # units, color, Get at ive Review & [ Comp :
toxfharm = # units Begin why uter 1
Test Analy i
5i5 :
|
86230-U 480131-03 tea! pipette @ 0.045 | 1 card 94% X ? SAUE CRP certification dated 2/25/10 is ok. Label submitted 6/1/2010 page @
dog GLM 29087 fl. 0z, {1.33mf} in a with 3 SAUE per raw data label on CRP has same CRP directions as in study, fabel on hox and pkg
Fipronit & SEenior biister and three blisters 6 Fail=86 sheet insert refer consumer to back of CRP for opening directions. Note this is
5- hlisters attached to Fail open comments accepiable.  However in the storage section of the label the statement
Methopren each other as a pkg B should be changed to read "Store unused application pipettes in the
e card. Water original unopened child-resistant container and....”
placebo in pipette. Review of the comments on the raw data sheets indicated 8 subjects
Toxtharm = 1 whose results were inconclusive. Additional clarifications consisting of an
pipette, child fail = exptanation and photographs(test packages) are necessary to alfow the
1 pipette Agency to determine whether or not these packages should be considered
successfully opened. Note the comments on the raw data sheets need {o
be reasonhably reconcited with the explanation and phetographs of the test
packages to allow the Agency to determine whether or not these packages
should he considered successfully opened. These 8 subjects are a 54 ]
year old female package 14, a 53 year old male package 20, a 51 yearold :
male package 24, a 5% year old female package 26, a 58 year old female ]
package 43, a 64 year old female package 82, a 68 year old male package ;
87, and a 61 year old male package 92. i
Data Analysis demonstrated errors in the etectronic version due to I
inputting package 71 twice. A new electronic version was submitted. Data [
Analysis of it showed 8 senifor failures, {a 51 year old female, two 83 year |
old females, a 66 vear old male, a 66 year old female, and a 69 year old
female failed to open package B). In conclusion resuits are
inconclusiva, CRP SAUE requirements are not met.
88230-U 480131-05 teal pipetie @ 0.091 1 carg 2 child faflure = X CRP certification dated 2/28/10 is ok. Lahel submitted 6/1/2010 page 9 —E
dog GLM 26088 fl.oz. (2.68mfin a with 3 Pass 50 child fabel on CRP has same CRP directions as in study, label on box and pkg ‘
Sinromnil & child blister and three blisters test. 2 children insert refer consumer to back of CRP for opening directions. Note this ig :
biisters attached to each opened 1 acceptable. However In the storage section of the tabel the statement
wethopren gach other as a blister. should be changed to read “Store unused application pipettes in the
e card. Wlaterl origing) ungpened child-resistant container and. .*
placebo in pipette. Data Analysis showed 2 errors in the elecfronic data, a 48 month old male
Toxtharm = 1 had the incorrect birth date entered and a 44 month old female had the

pipette, chiid fail =
1 pipette

incorrect birth date entered. Both subjects ages were correct once thefr
birth dates were located. There were 2 child fallures, a 48 month old
female, and a 50 month old male each accessed 1 pipette. Studyis a
pass of the child tesf according to the sequential test chartin 16 GFR
1700.20.

;
|
|
|
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EPA REG MRID PKG Description # Pkges Company Data Data Conclusion
# Include ml per Pky |
# unitipkg, child fatl Child CRE SAUE Comprehens | Only inclyde CRE & SAUE via computer analysis ‘
= # units, color, Get at ive Review & | Comp i
tox/harm = # units Beain why uter ‘
Tast Analy !
sis |
86230-U 480131-02 teal pipette € 0.136 1 card 95% X 7 SAUE CRP certification dated 2/25/10 is ok. Label submitted 6/1/2010 page 9 |
dog GLM 28086 fl. oz, (4.03ml} in a with 3 SAUE per raw data lahet on CRF has same CRP directions as in study, {abef on box and pkg  ;
Fipronif & blister and three blisters 5Fail=5 sheet insert refer consumer to back of CRP for opening directions. Note this is :
8- blisters attached to Fail open comments acceptable. However in the storage section of the label the statement
Methopren each other as a pkg B should be changed to read "Store unused application pipettes in the '
] card, Water original unopened child-resistant container and....” |
placebo in pipette. Review of the comments on the raw data sheets indicated 4 subjects ‘
Toxtharm = 1 whose resufts were inconclusive. Additional clarifications consisting of an
pipette, child fail = explanation and photographs (test packages) are necessary to allow the l
1 pipette Agency to determine whether or not these packages should be considered |

successfully opened, These 4 subjects are a 51 year old female package
27, a 57 year ofd female package 39, a B3year old female package 82,
and a 61 year ofd mafe package 95.

Data Analysis showed 5 senior failures, (2 55 year old female, two 68
year ofd females, a 69 year old female, and a 70 year old female failed to
open package B). In conclusion results are inconelusive. CRP SAUE
requirements are not met. ’
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DP BAR CODE NO.: 376315 FILE SYMBOQL NO.: 86230-E DECISION NO.: 429489
PC Code(s): 128121 ACTION CODE: R310
FOOD Use: NO NON-FOOD Use: Yes

DATE OUT: June 29, 2010

SUBJECT: End Use Product Chemistry Review

Product Name: LC-2010-} Fipronil for Dogs . R
Pb o

FROM: Hari Mukhoty, Product Chemistry Team FARE IR B

Technical Review Branch / Registration Division {7505P} : SR

TO: Bonaventure Akintosotu / Richard Gepken PM - 10
Insecticide Branch / Registration Division (7505P)

Company Name:  Loradochem, inc.
Formulation Type: Liguid

INTRODUCTION:

The Registrant re-submitted one basic CSF {dated 06/29/2010} and a proposed product specific label {dated
03/05/2010} for registration of the aforesaid product under EPA File Symbol No. 86230-E.

The applicant claims that the proposed product is substantially similar to another registered product EPA
Reg. No. 65331-3 (Product name: Frontline Top Spot).

TRB has been reguested to evaiuate the product chemistry data required for the registration of the proposed
basic preduct and to determine if the proposed product is substantially similar to the cited product.

SUMMARY OF FINDINGS:
1. Name of Active Ingredient(s): Fipronil (9.7%).

2. The source material of the active ingredient is not registered with the Agency and the CSF is undergoing
review for registration.

3. Allinert ingredients have been screened by {IAB on 06/29/2010 and found to be approved for non-food
uses only.
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DP BAR CODE NO.: 376315 FILE SYMBOL NO.: 86230-E DECISION NO.: 429489
PC Code(s): 129121 ACTION CODE: R310
FOOD Use: NO NON-FOQD Use: Yes

4. Confidential Statement of Formula(s):
[X] Basic - Dated: 03/05/2010 resubmitted (email) — Dated: 06/28/2610
[N/iA] Alternate # - Dated:
Alternate CSF{s) complies with 40CFR§152.43:[ [ Yes []No

5. Product label

a. Ingredient statement: Nominal concentration of Al listed on CSF(s) concur with product label {PR Netice
91-2) '
[ X ]Yes, if not, explain below:

Metallic equivalent. [ [Yes [X ] NA;
Soluble arsenic: [ JYes [ X]NA
[someric ratios: [ JYes [ X]INA

b. Health related sub statements:

Petroleum distillate at > 10%: [ 1Yes [ [No [X ]NA
Methanol at > 4%: [ ITYes [ JNo [X ]NA

c. Physical chemical hazard statement: Product label requires a statement per 40 CFR §156.78 for:
flammability, explosive potential or electric insulator breakdown?
[X]Yes [ INo

The flash pointis 128°F. Product label should contain a statement: Combustible. Do not use or store
near heat or open flame. The product is not potentially explosive and not labeled for use around electrical
equipment.

Is the sub statement in compliance with PR Notice 97-87 [X ] No - Uses the term “Inert
ingredients”
, if not, explain below: Recommended term is “Other ingredients”

d. Label” requires an additicnal Storage and Disposal statement. [ ] Yes [ X ] No - from product
chemistry point of view, if yes explain below:

Final decision of overall label acceptance will be made by the PM.
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DP BAR CODE NO.: 376315 FILE SYMBOL NO.: 86230-E DECISION NO.: 429489

PC Code(s): 129121 ACTION CODE: R310

FOOD Use: NO

NON-FOQOD Use: Yes

‘6. Group A. Product Chemistry Data

TRB's determination of the acceptability of the data for the proposed product is listed in the tables below.

Data submitted -

Guideline TRB's
No. _ Study Title Assessment | ypoin Nog.
z : : of Data
! . AU | Yes No . .
: Product identity & Composition X A 480130-01
830.1550 ) :
: Description of materials used to | X A "
830.1600 produce theprogyet | . o ]
Description of formulation X
830.1650 Drocess ; A
Discussion on the formation of X "
| 830.1670 | impurities A _
| 8301700, Preliminary analysis N/A
’ Standard certified
Limits X A
Certified
~limits Proposed Limits
: i {158.350) Justification for
" 830.175Q ! wider limits _ _
: Enforcement analytical method !
. 830.1800 X P A !

A = Acceptance, N = Not Acceptable, G = Data Gap.
W = Waiver Request, 1=1n Progress, NA = Not Applicable
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DP BAR CODE NO.: 378315 FILE SYMBOL NO.: 86230-E DECISION NO.: 429489

PC Code(s): 129121 ACTION CODE: R310
FOOD Use: NO NON-FOOD Use: Yes
7. Group B:
Guidefine ! Study Title | Value or Qualitative - TRB’s I MRID Nos. !
No. | | Description : Assessment | 480130-01 ‘
z | ~
830.6303 | Physical State | Liquid | A i _1
!830.6315 Flammabiiity Flash point 2 120°F A _1
] ' ! !
| 8306316 | Explodabiity N/A A . ~
; ] ! :
[ 8307000  pH G N - :
! ' : :
830.7300 | Density {units) ‘ 1.028 g/ml (Sp. Gravity) A e N

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver request,
NA = Not applicable, | = In progress

CONCLUSIONS:

1. TRB has reviewed the CSF for the proposed basic product and has found it to be acceptable pending the

acceptance of the CSF of the source of the aclive ingredient which is currently undergoing review. The CSF
of the proposed basic is attached with this review. The proposed basic product is substantially similar to the
cited product from product chemistry point of view.

2. Product chemistry data requirements for Group A and Group B, with the exception of pH (830.7000}, and
one year storage stability (830.6317} and corrosion characteristics (830 8320) data are satisfied and
acceptable.

3. The registrant must generate one year storage stability (830.6317) and corrosion characteristics
(830.6320) data on the proposed product. it is required that the cbservations be made at 0, 3, 6, 8, and 12
month intervals. The results must be submitted to the Agency in electronic and hard copy format.

4. The proposed label was screened as it pertains to the product chemistry requirements. The final review of
the proposed label and uses are the purview of the PM team.
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Laeradolhem, Inc.
March 5, 2010 ' :
Registration of LC-2010-2 Fipronil for Dogs Page 24 of 37

LoradoChem, Inc.

CHILD RESISTANT PACKAGING CERTIFICATION

COMPANY: LoradoChem, Inc., Cira Centre, 12nFloor, 29292 Arch Street, Philadelphia,
PA 19104-2891

PRODUCT: LC-2010-2 Fipronil for Dogs EPA File Symbol: 86230-E

“I certify that the packaging that is being used for this product will meet the standards of
40 CFR 157.32"

Date : February 25, 2010

Joh well
Assistant Secretary, LoradoChem Inc.

LoradoCham, !!’1IC. - & zorporation orgenized undar the Colorads Busingss Corparation Act
Cira Cenire, 127 Floor, 2929 Arch Strest, Philadelphia, PA 19104-28%91
Phone: (215) 568-3100, Fox: (215) 568-3430
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LoradoChem, Inc.
March 5, 2010
Registration of |.C-2010-2 Fipronil for Dogs Page 25 of 37

FidosgPharm

Linited States Environmental Protection Agengy February 25, 2010
OPP ~-RD ~ 1B

One Potomac Yard

2777South Crystal Drive

Arlington, VA 22202

Attention: Richard Gebken
Dear Mr. Gebken
LETTER OF AUTHORIZATION

Velcera, Inc. FidoPharm hereby authorizes the U.S. Environmental Protection Agency to
accept the submission of, and use of the following studies in support of the registrations of
the LaoradoChem Inc.’s products containing fipronil + S-methoprene.
Child Resistant Packaging Tests (Child panels and Senior panels)
Laboratory:  Great Lakes Marketing

3013 Executive Parkway

Ste 106
Toledo CH 436086

Chiid Panels

Study Number Product

28089 LC-2010-1 & LC-2010-2
29080 LC-2010-2

29092 LC-2010-2

10050 LC-2010-2

29082 LG-2010-3 & 1.C-2010-4
29087 LC-2010-4

29088 LC-2010-4

29083 LC.2010-4

Seniors Panels

Study Number Product

10052 LC-2010-1 & LC-2010-2
10053 LC-2010-2

10057 .C-2010-2

10058 LC-2010-2

28081 LC-2010-3 & LC-2010-4
29087 LC-2010-4

20088 LC-2010-4

29086 LC-2010-4

777 Township Line Road, Suite 170 + Yardley, Pennsylvania 19067-5508 USA
Phone: 267-757-3600 - Fax: 267-757-3601
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LoradoChem, Inc.
March 5, 2010
Registration of LC-2010-2 Fi onil for Dogs Page 28 of 37

Velcera, inc.
Should you have any questions or require further infermation please contact Dr. |ain

Weatherston of Technoiogy Sciences Group, Inc. at 623-535-4060 or
jazkalzdguestoffice.net

Sincerely,

2 2

4

Alex Kaufman
President & CEO
FidoPharm

Confidential i

182



Product Performance Data Evaluation Report .
By Kevin .I. Sweeney, Senior Entomologist, Insecticides Branch [1|

Datc: September 22, 2010 RV S
A A k’.\ ! T
Reviewer: Bonaventure Akinlosotu -'i)i" LA ? E b ,; v
e BA e
‘ . . Uil % T
Product: LC-2010-2 Plus Fipronil for Dogs §

EPA Registration No.: 86230-2 (E)

PM: Richard Gebken, PM 10

Action: R310

Decision: 429489

DP No: 376317

OPPTS Guideline: 810.3300

Insceticides: 9.7% fiprenil (PC code 129121)

App rate: apply in accordance with dog weight class ranges listed on label,

Formulation: RTU spot-on

GLP studies: studics were cited [rom a similar product - EPA Reg. No. 63331-3

Pests: fleas, ticks, sarcoptic mange (scabies) mite, chewing lice

Use patlerm/application rate; Spot-on 1o dog. Apply to one-spol between shoulders.

Label review and data citation.

The label with its claims, usc paltern, and pests is almost exactly the same as the cited product, Provided
the subject product chemistry 1s found to be substantially similar to the cited product, the cited efficacy
data will support the product performance data requirement.

Entomologist’s Recommendation:

1. The cited produet and “cite-all” method to fulfill the product performance data requirement are
acceplable.

2. If applicable, a table of weight ranges and doscs should be on the Master Label. The weight ranges and

doses should be the same as on the cited-product. If not, the cited product performance data may not
support the product performance data requircment.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

+¥eD 57y
o G

Nv/4

WASHINGTON, D.C. 20460

O
W 4genct

Y, pncﬁé\ OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

July 27, 2010

MEMORANDUM
Subject: Name of Pesticide Product:  L.C-2010-2 FIPRONIL FOR DOGS
EPA Reg. No. /File Symbol: 86230-E
DP Barcode: DP 376316
Decision No.: 429489
Action Code: R310
PC Codes: 129121 (Fipronil: 9.7%)
From: Byron T. Backus, Ph.D)., Toxicologist ﬂ »},\_r»g/? . p) "
Technical Review Branch ol1-t1- Lete

Registration [hvision (75051)

To: Ronaventure Akinlosotu/Richard Gebken, RM 10
Insecticide Branch
Registration Division (7505P)

Regisirant:  LORADOCITEM, INC.

FORMULATION FROM LABEL:

Active Ingredient(s): by wt.
129121 Fipronil 9. 7%
Inert Ingredient(s}: . 90.3%

TOTAL 100.0%

ACTION REQUESTED: The Risk Manager requests:

et

“For your review... New EP registration, presumably me-too of 65331-3... Tech source-

-noL registered; pending review...”

Page T of 3
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BACKGROUND:

As originally received, the material included a copy of a letter (dated March 4, 2010, stating on
p. 6 that this product is identical/substantially similar to 65331-2, corrected to 65331-3) from the
registrant, a CSF for the proposed product, a data matrix (indicating on page 3 “cite-all” for the
acute toxicity studies and companion animal safety studies) and a proposed label, stating that the
product “comes in 4 different treatments [dosage amounts?] for different-sized dogs and puppies
cight (8) weeks or older.” The four dog size weight ranges are listed as: 1) Up to 22 Ibs; 2) 23 to
44 1bs; 3) 45 to 88 1bs; and 4) 89 to 132 Ibs. From information on p. 9 of the label “Dog 88 —
0.091 11 0z” [perhaps a typo for Dogs 44-88 lbs — 0.091 fl. 0z.] and from p. 10 the 0.045 {l. oz
size would be for dogs 23-44 1bs, with no further information as to the amount of product that
would be appropriate for the other sizes. The dosage rates of the cited product (Frontline Top
Spot for Dogs, EPA Reg. No. 65331-3) are the following: Up to 22 Ibs: 0.023 {l. oz. or 0.67 mL;
23-44 1bs: 0.045 fl. 0z. or 1.34 mL; 45-88 Ibs: 0.091 fl. 0z. or 2.68 mL; 89-132 Ibs: 0.136 {l. oz.
or 4.02 mL. The contents of an applicator would be applied to a single spot behind the neck and
between the shoulders. The label specifies use (application to) adult dogs and puppies 8 weeks
of age or older, and states that it is not to be reapplied for 30 days.

A revised label for this product was e-mailed to this reviewer by lain Weatherston on July 27,
2010, along with additional information indicating the following dosage rates for this product
(and for 86230-U):

Dog Up to 22 1bs: 0.023 fl.oz. (0.067 mL)
Dog 23-44 lbs: 0.045 fl.oz. (1.34 mL)
Dog 45-88 lbs: 0.091 fl.oz. (2.68 mL)
Dog 89-132 1bs: 0.136 fl. 0z. (4.02 mL)

These dosage rates are the same as those for EPA Reg. No. 65331-3:
COMMENTS AND RECOMMENDATIONS:

1. After a comparison of the CSF for 86230-E and that of EPA Reg. No. 65331-3, TRB
concludes that, although there some differences involving inert ingredients, the two formulations
are substantially similar with respect to acute toxicity and companion animal safety
considerations. In addition, the use(s) and exposures are probably identical (both labels specify
application to a single spot behind the neck and between the shoulders of adult dogs and puppies
8 weeks of age and older, and the minimum period specified between applications — 30 days — is
the same for both products). TRB concludes that the registration of EPA File Symbol 86230-
E can be supported toxicologically as a “me-too” on the basis of substantial similarity to
EPA Reg. No. 65331-3.

2._(the technical source of fipronil for 86230-E) should be registered
before 86230-E is registered.

3. The proposed label for 86230-E includes the following (Sublabel B: Package Insert):
“Fipronil, when applied as directed, will accumulate in hair follicles and skin oil to then be
released onto the coat and skin, allowing for lasting control.” A similar statement (“Fipronil

Page 2 of 3
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collects in the oils of the skin and hair follicles, and continues to be released from hair follicles
onto the skin and coat, resulting in long-lasting activity.”) appears on the last accepted (March 9,
2010) label for 65331-3. TRB recommends that these statements be deleted from their
respective labels.

4, EPA Reg. No. 65331-3 was one of the products evaluated by the Agency in its review of
enhanced reporting of pet spot-on incidents for 2008. As a result of this evaluation and current
discussions with the registrant, there will be labeling revisions for 65331-3, TRB recommends,
as a condition for registration, that the same labeling revisions be applied to 86230-E when they
go into effect for 65331-3.

5. The registrant should be made aware that the Agency is considering, on a case-by-case basis,
making pet spot-on registrations {new and existing products when approving amendments) time-
limited to expire two years after the product is released for shipment. This could allow for post-
market surveillance of the incidents for these products before the guidelines are revised to
include pre-market clinical trials.

6. The CSF for 86230-E should also be reviewed and accepted by the TRB chemistry team.

Page 3 of 3
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Master Label containing:

Sublabel A: Box Labe
Sublabel B: Package Insert \
Sublabel C: Labeling on\he Child Resistant Package
Sublabel D: Labeling on the Pipette
Sublabel E: Stickers for Re-

LC-2010-2 FIPR FOR DOGS

ACTIVE INGREDIENT
Fipronil..................... 6.7%
INERT INGREDIENTS......... 90.3%,

(Picturc of dog)

KEEP OUT OF REACH OF CHIE.
CAUTION
Contains X-0.0XX {l.oz (X.xy/ml.) applicator pipetle(s)

EPA Reg. No. 86230-E
EPA Est. No. XXXXX-XXX-XXX

EAST42492754 3
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Sublabel A: Box Label

[Front Pane] of Box]
[.C-2010-2 FIPRONIL TOR DOGS

Picture of Applicator Pipettes

1,3, 0r6

Kills fleas, ticks, and chewing lice

¢ Fast action

» Kills ticks, including potential Lymc disease-carrying ticks

o Waterproof

e [asting control
Used on Dogs XX to XX lbs,
ACTIVE INGREDIENT

Fipronil..................... 9.7% (Picture of dog)

INERT INGREDIENTS......... 90.3%
TOTAL......... 100.0%

KEEP OUT OF REACH OF CHILDREN
CAUTION
Contains X-0.0XX fl.oz (X.xx ml.) applicator pipctte(s)

Compare to Frontline® Top Spot same active ingredient™®
#1 Veterinarian Recommended active ingredient

[Back Panel of Box]|

LC-2010-2 FIPRONIL FOR DOGS

[.C-2010-2 FTPRONIL FOR DOGS acts fast and is an cffective, lasting, waterproof, and
casy-to-use treatment for control of fleas, ticks, and chewing lice on dogs and puppies
welghing X X-XX Ibs.

Directions for Use

It is & violation of Federal Law to use this product in a manner inconsistent with its
labeling. Do not allow children to apply this product. READ ENTIRE LABEL AND
ENCLOSED DIRECTIONS BEFORE EACH USE. CAREFULLY FOLLOW ALL

PRECAUTIONARY STATEMIENTS AND APPLICABLE USE DIRECTIONS. TOR
USE ON DOGS ONLY. DO NOT USE ON RABBITS OR OTHER ANIMALS.

EAST2492754 3 2
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For topical application only. Apply LC-2010-2 FIPRONIL FOR DOGS to dogs and
puppies aged 8 weeks or older, including on breeding, pregnant, and lactating bitches, as
indicated below for control of fleas, ticks (including all stages of American Dog ticks,
Brown Dog ticks, Deer ticks and Lone Star ticks), and chewing lice:

Picture of Applicator Pipette

o Open the child-resistant package and remove an applicator pipette. Use scissors
and cut across the top as shown, then peel the foil down and lift out the applicator
pipette.

s  While keeping the applicator pipette upright and away from your face and body,
snap the tip of the applicator pipette away from you as shown.

s Part the dog’s hair and place the tip of the applicator pipette to the skin level
behind the neck and between the shoulders and ensure that the entire application
of LC-2010-2 FIPRONIL FOR DOGS is contained to a single spot on the dog’s
skin. Be sure to squeeze the applicator pipette thoroughly so that the entire
contents are applied.

» Try to keep the product from being applied superficially on the dog’s hair. Use
only one applicator pipette during each treatment.

* Do not touch the area where the application was made until it is dry.

LC-2010-2 FIPRONIL FOR DOGS may also assist in controlling sarcoptic mange
infestations through multiple applications each month.

Frequency of Application

Fleas: According to research studies, adult fleas are killed for up to three months
following an application of fipronil. If, however, your dog or puppy is susceptible to flea
allergy dermatitis, or if you believe there is a risk of reinfestation, it is recommend to
reapply once every month.

Ticks: Each application kilis ticks for one month or longer. For best control of ticks,
apply once every month.

Chewing Lice: Each apptication kills chewing lice for one month or longer. For best
control of chewing lice, apply once every month,

Do not reapply LC-2010-2 FIPRONIL FOR DOGS for thirty (30) days.
*This product is not manufactured or distributed by Merial, the makers of Frontline®

Name of Registrant
Address of registrant

EPA Reg. No. 86230-E
©2010 registrant. All rights reserved. EPA Est No.

EASTW2492754 3 3
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Pleasc call 1-800-XXX-XXXX if you have any questions about I.C-2010-2 FIPRONIL
FOR DOGS.

Same active ingredient as Frontline®

Ingredient i LC-2010-2 Fipronil for Frontline®
Dogs
Fipronil ' 9.7% O 97%
Inert Igredients L 90.3% 90.3%
TOTAL , 100% 100%
[Top Pancl of Box|

LC-2010-2 for dogs

For dogs XX-XX Ibs. X applicator pipette(s)

[Bottom Panel of Box|

For animal use only

[Right side panel of Box]|

LC-2010-2 FIPRONII. FOR DOGS For dogs XX-XX lbs.

X applicator pipette(s)

[Left side panel of Box]

.ot Number: X applicator pipette(s)

LAST 2492754 3 4
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Sublabel B: Package Insert

1.C-2010-2 FIPRONIL ¥OR DOGS for Dogs and Puppies

For use on dogs and puppies 8 weeks or older
[.C-2010-2 FIPRONIL FOR DOGS is a topical treatment for fast action and lasting
control of fleas, ticks, and chewing lice.

ACTIVE INGREDIENT
Fipronmil............o 9.7%

INERT INGREDIENTS............. 90.3%

TOTAL. ... 100.0%

Compare to Frontline® Top Spot same active ingredient™

KEEP OUT OF REACH OF CHILDREN
CAUTION

[.C-2010-2 FIPRONIL FOR DOGS acts fast and is an effective, lasting, waterproot, and
easy-to-use treatment lor control of flcas, ticks, and chewing lice on dogs and puppics.
When used as directed, LC-2010-2 FIPRONIL FOR DOGS can stop infestations of fleas,
ticks, and chewing lice and help to prevent re-infestation on dogs and puppics, including
on breeding, pregnant and lactating bitches. LC-2010-2 FIPRONIL FOR DOGS can also
assist in controlling sarcoptic mange infestations.

Specifically, LC-2010-2 FIPRONIL FOR OGS kills, controls and prevents infestations
of:

1) newly emerged adult fleas prior to egg-laying, including fleas which could
causc flea allergy dermatitis;

2) Brown Dog tick, the American Dog tick, the Lone Star tick, and the Deer tick
(potential Lyme disease-carrier), at all stages; and

3) chewing lice infestations.

[.C-2010-2 FIPRONIL FOR DOGS contains the active ingredient fipronil. Fipronil,
when applicd as directed, will accumulate in hair follicles and skin oil to then be released
onto the coal and skin, allowing for lasting control.

Directions For Use
It is a violation of Federal Law to use this product in a manner inconsistent with its

labeling. Do not allow children to apply this product. READ ENTIRE LABEL AND
ENCLOSED DIRECTIONS BEFORT. EACH USE. CAREFULLY FOLLOW ALL

EASTA2492754 3 5
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PRECAUTIONARY STATEMENTS AND APPLICABLE USE DIRECTIONS. FOR
USE ON DOGS ONLY. DONOT USE ON RABBITS OR OTHER ANIMALS.

FFor topical application only. Apply LC-2010-2 FIPRONIL FOR DOGS to dogs and
puppics aged § wecks or older, including on breeding, pregnant, and lactating bitches, as
indicated below for control of fleas, ticks, and chewing lice:

Pictures to be provided

» Open the child-resistant package and remove an applicator pipette. Use scissors
and cut across the top as shown, then peel the foil down and Iift out the applicator
pipette.

e While keeping the applicator pipette upright and away from your face and body,
snap the tip of the applicator pipette away from you as shown.

e Part the dog’s hair and place the tip of the applicator pipette to the skin level
behind the neck and between the shoulders and ensure that the entire application
of LC-2010-2 FIPRONIL FOR DOGS is contained to a single spot on the dog’s
skin. Be sure to squecze the applicator pipette thoroughly so that the entire
contents arc applied.

e Try to keep the product from being applied superficially on the dog’s hair. Usc
only onc applicator pipette during each treatment.

¢ Do not touch the area where the application was made until it is dry.

LC-2010-2 FIPRONIL FOR DOGS may also assist in controlling sarcoptic mange
infestations through multiple applications each month.

Frequency of Application

I'leas: According to research studies, adult tleas are killed for up to three months
following an application of fipronil. I, however, your dog or puppy is susceptible to [lea
allergy dermatitis, or if you believe there is a risk of reinfestation, it is recommend 1o

reapply once every month.

Ticks: tzach application kills ticks for one month or longer. For best control of ticks,
apply once cvery month.

Chewing Lice: Each application kills chewing lice for one month or longer. Tor best
control of chewing lice, apply once every month.

Do not reapply LC-2010-2 FIPRONIL. FOR DOGS for thirty (30) days.

Please note that there is no need to reapply following your dog’s exposure 1o sunlight,
bathing or water immersion, as Fipronil remains effective in those conditions.

HASTI4527584 3 b
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Storage and Disposal

Do not contaminate water food, or feed by storage or disposal.
Storage. Store unused application pipettes in the original child-resistant container and
outer box only, out of reach of children and animals.

Pesticide Disposal. If partly filled: Call your local solid waste agency or 1-800-
CLEANUP for disposal instructions. Never place unused product down any indoor or
outdoor drain.

Container Disposal. Nonrefillable container. If empty: Do not reuse this container.
Place in trash or offer for recycling if available.

First Aid

Have the product container or label with you when calling a poison control center or
doctor, or if going for treatment.

If Swallowed: Immediately call a poison control center or doctor for treatment advice.
Have the person sip a glass of water if able to swallow. Do not induce vomiting unless
told to do so by the poison control center or doctor. Do not give anything by mouth to an
unconscious person.

If in Eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. Calla
poison control center or doctor for treatment advice.

If on Skin: Rinse skin with plenty of soap and water. Get medical attention if irritation
persists.

PRECAUTIONARY STATEMENTS

Hazards to Humans. Caution.

Harmful if swallowed. Causes eye irritation. Avoid contact with skin, eyes, or clothing.
Wash thoroughly with soap and water after handling.

Hazards to Domestic Animals.

For external use only. Do not use on puppies under 8 weeks of age. Sensitivities may
occur after using ANY pesticide product for pets. While temporary irritation at the
application area may occur, if signs of continued sensitivity occur, consult a
veterinarian immediately. Should any unusual reactions to the application occur, do not
reapply before consulting with a veterinarian. Certain medications can interact with
pesticides. Consult with your veterinarian before using this product on medicated,
debilitated, or aged dogs. Call 1-800-XXX-XXXX for 24-hour assistance.

Physical or Chemical Hazards
Flammable: Keep away from heat and open flame.

Treatment Options for Different Sizes of Dogs
LC-2010-2 comes in four different treatments for different-sized dogs and puppies eight

(8) weeks or older:
* Up to 221bs.

LASTW2492754 3 7
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* 2310 44 Ibs.
* 45 to 88 lbs.
* 89 to 132 Ibs.

Same active ingredient as Irontline®

Ingredicent LC-2010-2 FIPRONIL | Frontline®
_ FOR DOGS
Inert Igredients 90.3% 90.3%
TOTAL 100% % ]
Warranty

Seller makes no warranty, express or implied, concerning the use of this product other
than as indicated on the labeling. Buyer assumes all risk of use and handling of the
product when such use and handling arc contrary to the label instructions.

* This product is not manufactured or distributed by Merial, the makers of Frontline Top
Spot

I:PA Reg. No. 86230-E
EPA Est.

Registrant name and address

©2010 registrant. All rights reserved.

IAST 25927543 by
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Sublabel C: Labeling on the Child Resistant Package

Top of lidding foil: Dotted line with representation of a scissors
Company Name: LoradoChem
Product Name: LC-2010-2 FIPRONIL FOR DOGS

Graphic picture of the pipette

Instructions: To Open Package:
Use scissors to cut
across the top as shown.
Peal down the foil
completely before
removing pipette.

Species and amount (example): Dog 88 — 6.091 fl oz
Lot number: Lot No:
EASTI42492754.3 9
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Sublabel D: Labeling on the Pipette

Neck of pipette: Contains: fipronil (9.7%)
Body of pipette: LoradoChem
Example: 0.045 fl.oz.

LC-2010-2 FIPRONIL FOR DOGS

For Dogs 23-44 1bs.

Keep out of reach of children
See full labet for

additional directions
Caution

EPA Reg. No. 86230-E

EAST42492754.3 10
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Sublabel E: Stickers for Re-application Reminders

LC-2010-2 FIPRONIL FOR DOGS

Flea, Tick, and Chewing Lice
Care Card

Month |

Picture of
pipeite

[Date of
Treatment

Month 2

Picture of
pipette

Dare of
Treatment

Picture of Dog

Month 3

Pcture of
pipetie

Date of
Treatment

Ptace sticker on vour calendar or refrigerator to remind yvou to administer [.C-2010-2 FIPRONITI.

FOR DOGS 1o your dog

EAST 424527343
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Re: LoradoChem Registration Application 86230-R-E-G-U

. Bonaventure Akinlosotu, Richard Gebken, "Robert Stewart", Lois
" Rossi, Linda Arrington, George Herndon

IAIN WEATHERSTON to: Marion Johnson 03/31/2010 12:50 AM

Dear Marion:

Now it is my turn to apologize for not responding to your e-mail yesterday.
I thank you for the e-mail, the rescinding of the decision to issue a 75-day
deficiency letter for each application and for your work towards to
resolving the issue of setting the PRIA approval date. I look forward to
working with you, Richard and Bonaventure to decide on a date which meets
both the Agency's review scheduling and evaluation process yet meets the
expectations of my client.

Although as of yet no PRIA approval date has been suggested or shared with
me (and I understand that the issues have so far precluded this) I believe
that the approval dates for the four LoradoChem products should fall within
the span of September 26 - 30, 2010. I am working with [l and have

been told by them, confirmed by Ri e PRIA approval date for
their technical registration is I would believe that
sometime before this date the Agency would be in a position to determine
that the material is "registerable."

I appreciate that the product chemistry review of the LoradoChem
applications depends on the product chemistry package but I

believe that there is no impediment at this time to a review of all of the
CRP testing done by my client since the pipettes in the packaging do not
contain product and the integrity of the packaging and a successful CRP test
is not in any way dependent on theﬁ application.

I also appreciate and thank you for your willingness to work with Richard
and the reviewers to minimize any delay which may arise from factors in the
review of the _ technical material. Be assured that I will work with
Agency personnel diligently to supply any information or requested material
in a most expeditious manner so as to avoid any delays.

Best regards,

Iain

Iain Weatherston

Senior Managing Consultant
Technology Sciences Group
623-535-4060 T
jazkatzeqwestoffice.net

————— Original Message -----

From: <Johnson.Marion@epamail.epa.gov>

To: "IAIN WEATHERSTON" <jazkatzeqwestoffice.net>

Cc: <Akinlosotu.Bonaventure@epamail.epa.govs>;
<Gebken.Richard@epamail.epa.gov>; "Robert Stewart" <RStewart@TSGUSA.COM>;
<Rossi.Lois@epamail.epa.gov>; <Arrington.Linda@epamail.epa.govs; "Jeff
Herndon" <herndon.george@epa.govs>

Sent: Monday, March 29, 2010 12:11 PM

Subject: Re: LoradoChem Registration Application 86230-R-E-G-U

> Iain,
>
> Firstly, I would like to apologize for just getting back to you,
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> but I've been working to reach some resolution to the issue, which I've

> already discussed with Bonaventure and Richard. Having received your

> memorandum of March 24, 2010 opposing the Insecticide Branch's verbal
decision to not allow the subject applications to proceed, since the
source products of the active ingredient are pending with the agency, I
consulted with Ms. Arrington about the gpecifics of your mutual
discussions con the revision of the original PRIA codes for the
applications. While the PRIA codes have now been modified to that of a
"310", and the resulting additiomal fees have been paid, we are now only
faced with the immediate issue of the source product, which is pending
registration with the agency.

You are correct in your assertion that the agency has allowed, and
gtill allows, the receipt of applications for pesticide registration
where a gource product (i.e., the source of the active ingredient) is
2till pending registration. As a result, there will be no 75 day
deficiency letter sent to you or your client citing that your
application is deficient based upon the lack of a "regigstered source
product", Howevey, since the agency cannot fully evaluate the product
chemistry data until which time a regulatory determination can be made
ol the pending source product, the agency may need to extend the
application time period for the subject applications to allow the
appropriate amount of time to review the submitted data, once the source
product has been registered, or an alternative regulatory determination
is made. I will work with the Product Manager and reviewer to ensure
that the additional time needed is discussed with you, so as to have as
timely decision completed as pogsible.

Please let me know if you have further questions, or let me know
if you need additiconal clarification. Otherwise, I will look forward to
this issue proceeding smoothly.

EBest

Marion J.

Maricon J. Johnson, Jr.,
Chief, Insecticide Bramnch
.8. Environmental Protection Agency
Office of Pesticide Programs
Registration Division

{703} 305-6788 {(tel.)

{(703) 308-002%2 (fax)
johnson.marion@epa.gov

visit:  http://www.epa.gov/pesticides

From: "IATN WEATHERSTON" <jazkatzegqwestoffice.nets

To: Richard Gebken/DC/USEPA/US@EPA, Marion
Johngon/DC/USEPA/US@EPA

Co: Bonaventure aAkinlosotu/DC/USEPA/US@EPRPA, "Robert Stewart"
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Date: 03/25/2010 01l:22 PM
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VVVVVVVVVVVVVVVVVVVVVVVVVVVVV

Subject: LoradoChem Registration Application 86230-R-E-G-U

Richard and Marion:

I Jjust spoke with BA who tells me that the 1.30 pm teleconference
cannot go forward because of conflicts you have.

He suggested that initially I have a conversation with both of you to
discuss options on how we might progress these registrations. For this
teleconference there will just be the three of us since I decided not to
have my colleague Bob Stewart or the_ regulatory director
participate.

Tomorrow (Friday March 26) I could be available any time between 10 am -
noon your time (7 am to 9 am Arizona time) but unfortunately the rest of
my day is already filled. On Monday March 29 I am available from noon
onwards (east coast time, 9 am onwards Arizona time) and on Tuesday
March 30 I am available from 10 am (east coast) onwards.

If you wish me reserve a bridge line (like I did for today) let me know
and I will supply you with the number, conference line and the password.
Please let me know what will work for you.

Regards,

Tain
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Re: Deficient Applications/Submissions: 86230 -R,E, G & U

Cc: "Robert Stewart", Mark Suarez, Marion Johnson, Richard Gebken

Dear Baa:

Looking forward to being able to resolve the fipronil end-use product
isssues this afternoon.

The call -in number is 202-828-8971

You will be asked for aconference number it 4o 2

You will be asked for a Pass code, it is ﬂ

We should all be in conference in 2 hours

Tain

————— Original Message -----

From: <Akinlosotu.Bonaventure@epamail.epa.govs

To: "IAIN WEATHERSTON" <jazkatzegwestoffice.net>

Cc: <Gebken.Richard@epamail.epa.govs>; <Johnson.Marion@epamail.epa.govs;
<Suarez.Mark@epamail.epa.govs>

Sent: Thursday, March 25, 2010 8:11 AM

Subject: Re: Deficient Applications/Submissions: 86230 -R, E, G & U

Per my conversation with you earlier, Marion, Richard and I will be able
to talk with you from 1:30 - 2:00 p.m this afternoon. Please confirm and
provide a phone number for the conf.

Thanks, baa

703-605-0653

From: "IAIN WEATHERSTON" <jazkatzeqwestoffice.nets>

To: Bonaventure Akinlosotu/DC/USEPA/US@EPA

Cec: "Robert Stewart" <RStewart@TSGUSA.COM>, "Heather Bjornson"
<HBjornson@TSGUSA.COM>

Date: 03/24/2010 05:22 PM

Subject: Re: Deficient Applications/Submissions: 86230 -R, E, G & U

Dear Dr. Akinlosotu:
I am sorry about the telephone mail box being full, this is a defect
with
the telephone system, it is in fact not full, there are currently no
messages. I think I will put in a new system within the next three
weeks. In
the meantime if you cannot reach me at 623-535-4060, please call

which is my home - the two phones are separated by about 20

feet and if I do not answer you will be able to leave a message. Now to
your

deficiency e-mail, I did have a call from Richard Gebken on March 22,
2010

VVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVV

201

IAIN WEATHERSTON to: Bonaventure Akinlosotu 03/25/2010 11:31 AM

Jusuwijeal; [euapLUOd 0} PajIIUS 8q ABW UOKEBWIOLUI [BIDUBULY/|BIDIBWIWOD),

Luoneuwuojul Aoeald [euosiad,



VVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVV

>>
>>
>>
>>
>

>>
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>>
>>
>

>>
>

>>
>>
>>

to explain how he viewed the situation however TSG, LoradoChem (the
client ]

and h (the manufacturer of the active ingredient) all do not
agree

with his opinion and so a letter has already been written to Marion
Johnson

as Branch Chief and if the Gebken opinion is not reversed the three
parties

TSG, LoradoChem and _will seek a meeting with Lois Rossi in
order

to get the four end-use product registrations back on track for a PRIA
approval date towards the end of September 2010.

In your e-mail you indicated that you wished to discuss options which
would

be available, we would certainly be open to any option which would
result in

the current PRIA category and concommitant approval date late in
Septembexr

2010 being maintained.

Since we have already questioned Richard's opinion on the use of a
Formulator's Exemption strategy in our memorandum to Marion Johnson and
so

that we don't get too many parties involved perhaps you could have your
options included in the Branch Chief's response or available for
discussion

if there has tc be a meeting or teleconference with Ms. Rossi.

Best regards,

Iain

Tain Weatherston, Ph.D.
Technology Sciences Group Inc.
4061 North 156th Drive,
Goodyear, AZ 85395
623-535-4060 T
jazkatzeqgwestoffice.net.

————— Original Message -----

From: <Akinlosotu.Bonaventure@epamail.epa.govs

To: <jazkatzegwestoffice.net>

Cc: <Gebken.Richard@epamail.epa.govs>; <Suarez.Mark@epamail.epa.govs
Sent: Wednesday, March 24, 2010 12:33 PM

Subject: Deficient Applications/Submissions: 86230 -R, E, G & U

Dr. Weatherston:

I have attempted to contact you relative to the subject applications,
with no avail. Your voice mail box was full, thus, unable to leave
any

messages. Initial cursory review of your applications revealed that
the

stated technical source for the proposed products is not registered.
Consequently, the Agency is unable to proceed with the processing of
the

subject applications. Please give me a call to discuss options, and
to

advise accordingly.

Thanks.
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»» Bonaventure Akinlosctu, PhD

=» EPS - Regulatory Scientist

»> U.8. Environmental Protectioen Agency
»» Qffice of Prevention, Pesticides & Toxic Substances
»>» MC 7505P

»>> 1200 Pennsylvania Avenue, NW

»»> Washington, DC 20460

-3

»> Physical Address

»> One Pctomac Yard

== 2777 Crystal Dr.

»» Arlington, VA 22202

)

=> 703-605-0653

>» akinlosotu.bonaventured@epa.gov

e
=> This email may contain material that is confidential, privileged, and/

»> or work product for the sole use of the intended recipient. AaAny
» review,

»» reliance, distribution by others, or forwarding without express
»> permission is strictly prohibited. If you are not the intended
>» recipient please contact the sender and delete all copies.

g

=

Vo oV ov oy
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WP T UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460
NZ

o
4 prote”
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March 17, 2010
OFFICE OF
PREVENTION, PESTICIFS AND
TOXIC SUBSTANCES

TECHNOLOGY SCIENCES GROUP, INC.
LORADOCIHHEM, INC.

CIRCA CENTRE, 121TH FLOOR

4061 NORTIH 156TH DRIVE
GOODYEAR, A7 §5338-

Report of Analysis for Compliance with PR Notice 86-3

Thank you for your submittal of 05-MAR-10. Our staff has complcted a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards [or submission of
data contained in PR Notice 86-5. A copy of vour bibliography 1s enclosed, annotated with
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in
all future references to these documents. Thank you for your cooperation. If vou have any
questions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.
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| ¥ Fw: Your submission to EPA (Reg. no. 86230-U, E)
= Fiker Getachew (0: jazkatlz 03/17/2010 11:22 AM
Bee: Sree Nair

Mr. Weatherston,

| am serry my email didn't go through yesterday. | sent it again today morning, i hope you have received it.
[ just wanted to mentien that i will only have the studies till Friday and i will need to pass it out to the PM
after that. Could you please have the person you mentioned yesterday send the corrections to me by
Friday? Thank You.

Fiker Getachew

EPA Contractor

703-305-6472

————— Forwarded by Fiker Getachew/DC/USEPA/US on 03/17/2010 1117 AM ——

From: Fiker Getachew/DC/USEPA/US

To: jazkatz@qwestoffice.net

Date: 03/17/2010 09:16 AM

Subject: Your submission to EPA {Reg. no. 86230-U, E)

Mr. Weatherston,

I am sending this email as a follow up to cur phone conversation. | am contacting you in reference to your
application package for LC-2010-4 Plus Fipronil and S-Metheprene for Dogs and LC02010-2 Fipronil for
Dogs (Reg. No. 86230-U, E). Upon review of the application packages and studies, we found guite a few
deficiencies. They are listed below:

Reg. No. 86230-U (LC-2010-4 Plus Fipronil and S-Methoprene for Dog

*ALL of the studies i mention below have a confidentiality marking on the pages listed below that
contradicts with your No Confidentiality Claim Statement.

*Studies 2: Page 36

*Study 3: Pages 30 & 31

*Study 4: Pages 33 & 34

*Studies 5: Pages 18 & 19

*Study 6: Pages 19 & 20

*Study 7: Page 24

Also, Formulator's Exemption Statement Form is missing the Pending EPA Reg. No. for Fipronil. It is
just says "Pending as EPA Reg. Ng.". Please send me a revised form with the Reg. no. listed.

Reg. No. 86230-E (LC-2010-2 Fipronil for Dogs)

*The Study i mention below has a page that is illegible due to the poor quality of photocopying.
*Study 01: Page 6

The corrections can be faxed to 703-305-5060/Attn: Fiker Getachew or emailed to me.
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Thank You

Fiker Getachew
EPA Contractor
703-305-6472
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Page 1 of 1

Lorado Chem Corrections
Heather Bjornson

to:

Fiker Getachew
03/17/2010 11:47 AM

Ce:

"TAIN WEATHERSTON"
Show Details

Dear Fiker —
Per lain Weatherston’s request, | am attaching the replacement pages per your e-mail this morning regarding
EPA File Symbols 86230-E and 86230-U.

Please do not hesitate to contact me with any questions.

Regards,

Heather R. Bjornson

Technology Sciences Group, Inc.
1150 18th Street NW., Ste. 1000
Washingten DC 20036

Tel.: 202-828-8945

Fax: 202-872-0745

file://CADocuments and SettinesifectacheLocal Settinesi TempinotesA3EIAC-web0437.... 2007010



_\5@\"@ Sr“*&@_ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460
N\
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March 9, 2010
OFFICE O
PREVENTION, PESTICIDES ANT
TOXIC SUBSTANCES
PLEASE RETURN A COPY OIF THIS LETTER WITH PAYMENT
Or Pay On-Line at www.Pay.Gov (See Below for Details)

QPP Decision Number:  D-429489

EPA File Symbol or Registration Number; 86230-FE
Product Name: 1.C-2010-2 FIPRONIL FOR DOGS
EPA Receipt Date: 05-Mar-2010

EPA Company Number: 86230

Company Name: LORADOCHEM, INC.

TAIN WEATHERSTON

TECIHNOLOGY SCIENCES GROUP, INC.
LORADOCHEM, INC.

CIRCA CENTRE, 12TH FLLOOR

4061 NORTH 156TH DRIVE
GOODYEAR, AZ 85338-

SUBJECT: Recceipt of Registration Application Subject to Registration Scrvice Fee
Dear Registrant:

The Office of Pesticide Programs has received your application for registration. [f you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
separalely. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service I'ce as defined in the Pesticide
Registration Improvement Act.

The Action has been identified as Action Code: R310

NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT
CHEMISTRY;ACUTE TOXICITY;PUBLIC HEALTH PEST EFFICACY);

The fee associated with this action is § 4,578, Payment in the amount of § 1,365 has been
received. Plcase remit additional payment in the amount of § 3,213

By USPS:
USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 975074
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St, Louis, MO 63197-9000
By Courier:

U.S. Bank

Government Lockbox 979074

1005 Convention Plaza

SL-MO-C2-GL

St. Louds, MO 63197

Telephone: (412) 236-2294

All payments must be in United States currency by check, bank draft, or money order
drawn to the order of the Environmental Protection Agency. To ensure proper credit, please
write the OPP DECISION NUMBER on vour check, and enclose a copy of this letter with your
payment,

Effective November 1, 2006, fees may be paid on-line via credit card or electronic fund
transfer. To submit a payment on-line, visit www.pay.gov. From the pay.gov home page, select
"search by form name.” From the next page, select "P,” then click on "Pesticide Registration
Improvement Act. Fee Payment” and complete the form, making certain to use the decision
number and registration number on the invoice you receive from the Pesticide Program in the
space provided,

You may be eligible for a partial waiver of the registration service fee if, for example, you
qualify as a small business or are applying for a minor use, or if your application is solely
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above. OPP will not consider waiver requests after the registration service
fee has been paid. Information regarding eligibility and how th request and document a fee
waiver is available on the OPP Fee for Service web site at www.epa.gov/pesticides/fees.

Please send Registration Service Fee Waiver requests to:

By USPS: By Courier:

Document Processing Desk (WAIVER) Document Processing Desk (WAIVER)
Office of Pesticide Programs (7504C) Office of Pesticide Programs {7504C)
U.S. Environmental Protection Agency U.S. Environmental Protection Agency
1200 Pennsylvania Ave NW Room 84900 Potomac Yard |
Washington, DC 20460 2777 S. Crystal Dr.

Arlington, VA 22202
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A PRIA dccision time review period will not start until a fee waiver is granted and/or the
Agency receives certification that the outstanding fee has been paid. If the Agency does not
receive certification of payment for this action or a fee waiver request within the next 30 days,
the Agency will presume that you no longer want to pursue this action. The Agency will then
Initiate a process that may result in administrative withdrawal of this action.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 305-6249.

Sincerely,
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LoradoChem, Inc.
March 5, 2010
Registration of LC-2010-2 Fi..onil for Dogs

Heather Bjornson

Page 8 of 37

From: paygovadmin@mail doc.fwai.gov
Sent: Thursday, March 04, 2010 11:40 AM
To: Heather Bjornson

Subject: Pay.Gov Payment Cenfirmation .

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY.

Your transaction has been successfully completed.
Transaction Summary

Application Name: PRIA Service Fees
Pay.gov Tracking ID: 258FQDJ6
Agency Tracking ID: 74184788391

Account Helder Name: Heather R Bjornson
Transaction Type: Sale

Transaction Amount: $1,365.00

Billing Address: 1158 18th Street, NW
Billing Address 2: Ste. 1088

City: Washington

State/Province: DC

Zip/Postal Code: 20836

Country: USA

Card Type: American Express

Card Numbep: *¥¥¥#E¥®®xx]ozg
Transaction Date: Mar 4, 2018 11:39:54 AM

Decision Number:

Registration Number: 86238-E
Company Name: LoradoChem, Inc.
Company Number: 862386

Action Code: R32@
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LeradoChem, Inc.
March 5, 2010
Registration of LC-2010-2 Fipronil for Dogs 480130-00

Richard Gebken

Insecticide Branch fdarch 4, 2010
Registration Division

Office of Pesticide Programs

Room 5-4800, One Polomac Yard

2777 South Crystal Drive

Ardington. VA 22202-4501

SUBJECT:  Application {o register LC-2010-2 Fipronit for Dogs an insectinide 1o contral
fleas. ficks and chewing lice

COMPANY.  LoradoChem. inc. Cira Centre. 12" Floer, 2322 Arch Bueetl. Philadeiphia. P4
18104-2897

COMNTACT:  lain Weatherston. Ph.D | Technology Sciencas Group. Ing., 4061 Norih 1568
Drive, Goodyear. AZ 85338, Tek 623-535-4050, Fax 823- 535-4061 and 2-
mail. iazkasir@owesioffice net

PRODUCT:  LC-2010-2 Fiprentl for Dngs [Fie Symibol 85230 -

Dear Mr. (3ebken:

As agant for, and on behalf of LoradoChem, Inc.. | am sebmitting for vour review and
approval this PRIA Category R300 application to register LC-2013-2 Fiprondi for Dogs. ar
insecticide to controf fleas, ticks and chawing lice,

In addition to this letier, this one volume centains:

+  Application for pesiicide registration, EPA Form B57{-1

« Citation with respest to data citation, EPA Form BE7(0-24

+ Formulator's exemption, EPA Form 8570-27

« Data Matrix, EPA Form 8570-35

« Child resistani packaging certification

e Letler of Authorsation for LoradoChem, Ing o submut and cite CRF data
«  Draft label five copies) ane hound i1 this volume and four loose

»  Confidential statement of formula.

In addiion to this administrative voiume, you will find additonal data volumes included to
satisfy product chemistry as well as child resistant packaging requirements.

Richard, this is the first of four appiicationsfor fipronfl and fipronit plus S-methoprene
- owi‘} centaining products which will be subrnitted within the next 10 days. The last time |
.| submitted multiple applications {(not to you) the file symbole got messed up, and so this time
€2 ﬁ’ Zhd | hope that it does not cause any issues, | have assigned The Tie svnibols as follows |
7 Iraveé also included the name and the EPA registration number of the “pioneer” praoduct for
CRE ()ﬁ J(’(> #hich we are requesting an expedited review because of the “identical or substantially
Hoo ! simifar naturg” of the new products.

Ob LC-2¢10-1 Fworonll for Cats 862240-R  dentical/substantially simitar to Fronthne Top 30t for
Cats 155331-2)
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LoradoChem, Inc.

March 5, 2010
Registration of LC-2010-2 Fipronil for Dogs Page § of 37

LC-2010-3 Fipronit and S-KMethorpre
fus for Cals (653314}

-

LC-20m0-3 Fipronil and S-Methoprene for Dogs 36230-U denticalsubstanhally similar i
Plus for Dogs (85321-5)

Alzo, would ask vou {0 note that ne CRP data recently submitted for the cal mone product (Riprond
alone) is also applicable 1o the srazlest feration of the dog mone product ) & for use on dogs ess

han 22 ps. and will not be resubrattad with the dog application

Should you required further information or have any questions, pi£ase do nol hesitaie ‘o
~cantact me by phone or e-mail.

Sinverely. s

i2in Wéatherstcn
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TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:
LoradoChem, Inc.
Cira Centre, 12" Floor, 2929 Arch Street
Phitadelphia, PA 18104-2891
REGULATORY ACTION:

Submission of the application to register LC-2010-2 Fipronil for Dogs (EPA File Symbol:
86230-E).

TRANSMITTAL DATE:
March 5, 2010

LIST OF SUBMITTED STUDIES:

MRID VOLUME o GUIDELINE
NUMBER NUMBER  EPA STUDY TITLE NUMBER
10f8 LC-2010-2 Fipronil for Dogs

Administrative Materials Volume 86230-E-1

48013001 2 of 8 LC-2010-2 Fipronil for Dogs 830.1550 — 830.1800
Product Chemistry Volume 86230-E-2 830.6000-7000

48013002 30f8 LC-2010-2 Fipronil for Dogs Non-guideline
Child Resistant Packaging Testing
Senior Panel Volume 86230-E-3
Study No.: GLM 10058

48013003 4 0of 8 |.C-2010-2 Fipronil for Dogs Non-guideline
Child Resistant Packaging Testing
Senior Panel Volume 86230-E-4
Study No.: GLM 10053

48013004 5 of 8 LC-2010-2 Fipronil for Dogs Non-guideline
Child Resistant Packaging Testing
Senior Panel Volume 86230-E-5
Study No.: GLM 10057

48013006 6 0of 8 LC-2010-2 Fipronil for Dogs Non-guidelre
Child Resistant Packaging Testing

Child Panel Volume 86230-E-6
Study No.: GLM 28090

Page 1 of 2
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48013008 7of8 LC-2010-2 Fipronil for Dogs Non-guideline
Child Resistant Packaging Testing
Child Panel Volume 86230-E-7
Study No.: 28082

48013007 8of 8 1.C-2010-2 Fipronil for Dogs Non-guideline
Child Resistant Packaging Testing
Child Panel Volume 8623G-E-8
Study No.: 10050

COMPANY NAME: LoradoChem, Inc.
i - lﬂ Py - £ 1
COMPANY OFFICIAL: ( (A Ann f; \/ JZ_gf,J(L«M:/(P\

Jain Weatherston, Senior Regulatory Consultant

COMPANY CONTACT: lain Weatherston, Senior Regulatory Consultant
Technology Sciences Group, Inc.
4061 N 156" Drive
Goodyear, AZ B5385
(623) 535-4060

Page 2 of 2
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LoradoChem, inc

MarchS 2010 -
S (e ik i on 25 Ddolirpeip et R o, Foirn prwed ORB Mo, ;‘Q‘?O-OOW:

o United States [V | Registration 77 Identfie Number

WEF’A Environmaental Frotection Agency C D Amendment
Washington, DC Z0460 ;T Other
Application for Pesticide - Section |

1. LCompany/Proguct Humbsr 2. EPA Product Managpss 3 Pronosed Cisssx{ncstmn
M'(‘}_Sf“qt.:w e e e e e et e s e le‘flar{_}_(}tfbxe'} e e e e 5.1 m:m Resmcmd
4, CompanyiProg:rot {Nams! PRAS :

LC JO!D 2 F *pronﬂ for Dcczk 10 ;
5 Namn emzﬁ Addrags of Applicant (acfude JIF (mds} Expadated Reymw In accordance with FFFHA Se{“ho 1 33

iLoracoChermn, inc. {bMik, my product is simitar or dentical in compositicn ang labeling

Cira Cenire. 12th Floor, 29282 Arch Sireet ta: 65331 -3
Philadelphia. PA 19104-2891 EPA Reg No.

Frantiine T fop Spot § for Dogs

_ ; Chaeck i this is & now pddress Product Name
Section - i

{ b Amendment - Explain below, 1 : Finsi printad labels in repsonse to

S T Agency letie: dated .
; i fesubrmisgion in tsgponss 10 Apency fetterdeted LJ "Me Too" Application.

h:| Nothoation - Explain balow. ! . E Other - Explain halow.

Expianation: Use additions! pegels: if nszessary. (Far section | end Section 1L}
PRIA Categery R30L - New produel, fast-irack. Pleass zonfinn with |ain Weatharston ab jezkatiziGosvesiclfice nat

PRI&A Pre-pzymeny Pay.goy Tracking IO 250F Q05 Agoroy Tracking 190 74104780391,
by - &' i ad

Section - |}

1. Mpterial Thu Product Will Be Packaged in: ) ) _
Unit Packaging Watar Soluldle Pockaging E 2. Ty-;m af Cu:!amm
71 ¥es r } Yos Ef:“" Me:al
[ ! ¥ | Plastic
1 1 ! A SR
|z N o ¢ "{j Ho ol I | Glasy
. . H “Yaz® MHo. par IF " Yas" tic. per B — Papae
* ! e r eeenrmmrr]
Cartfication must | . Packaging wgt.  continac Package wat container ! ' Other (Spacify)
be submittad . ;
I e L 38 S F— !
3. Locstion of Nat Contents information i 4. Sizein) Rereil Cantniner 5. Location of Lahs! Dirsctions
; ! HEE
Y wobot L] containe: j ok s -
&. Mannst in Which (abal iy Affixed to Product j “i'lﬁhhogrqph ! Othar
‘ BORT e -
...} Siancited

Section - IV

7. Contact Point {Cormplete items dicectly below for identification of individusl to be conmcted, I necessery, ip process thiz sppiication. ]

Name Titla Telaphora No. finchude Ares Codel
tain Weaathersion, Technology Sciences Graup, inc. Senior Regulatory Consuitant | {624} 535.20k%
Centification 6. Date Aoolication
i centity that ths stetsmerits | have made on this form and aff attachments thareto arz true, accurate and complite. Receivad
[ soknewisdga that any kKnowlinglly falss of misiasding statement mey be punishabis by fine of mprisonment of tStamped)
bamffa’ndar appﬁc e law,
2. Sagnaturt % ;" 3. Tite
! kj\_’\‘ i ”,;:}:H{% "f"t,,“: — Senior Reguistory Donsuifart
%, Typad Name i K 5. Date
iain Weatherston y ) March 5. 2010
s :
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LoradoChem, Inc.
March 5, 2010

Registration of LC-2010—2 i wronil for Dogs ! ' Page 11 of 37

Form Approved. OMB No. 2070-0060. Approval Expires 5-31-98.

United States

\,}’EPA Environmental Protection Agency

Washington, DC 20460

Formulator's Exemption Statement
(40 CFR 152.85)

Applicant's Name and Address EPA File Symbol/Registration Number
LoradoChem, Inc. 86230-E
Cira Centre, 12th Floor
29282 Arch Street Product Name

Philadeiphia, PA 19104-2891 LC-2010-2 Fipronil for Dogs

Date of Confidential Statement of Formula (EPA Form 8570-4)
March 5, 2010

As an authorized representative of the applicant for registration of the product identified above, | certify that;

(1) This product contains the following active ingredient(s):

Fipronil

{2) Of these, each active ingredient listed in paragraph (4} is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging another product which contains that active ingredient:
which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled for at least
each use for which my product is proposed to be labeled. '

(3} Indicate by checking (A} or (B) below which paragraph applie#:

i (A) An accurate Confidential Statement of Formula (P4 FORM 8570-4) for the above identified product is
attached to this statement. That formula statement indicates, by company name, registration number, and product
name, the source of the active ingredient(s) listed in ﬁaragrapb {1}). o :

E (B) The Confidential Statement of Formula {CSF) (EPA Form 8570-4) referenced above and on file with the EPA is
complete, current, and accurate and contains the information required on the current CSF.

{4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient Product Name Registration Numbar

Fipronil

Signature Name and Title Date PR
M K 6 L 9 lain Weatherston, Senlor Regulatory Consultant Ma/\d/\_ S; 2@ ]@ _

EPA Form 8570-27 (Rev. 8-95) Whits - EPA‘aupy
Yellow - Appficsnt copy

5. GPO: 1996-386-820/20413
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LoradoChem, Inc,
March 5, 2010

Registration of LC-2010-2 Fipronil for Dogs Page 10 of 37

Form Anbrssg
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Form Approved CMB No, 20700060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 3.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The Public reporting burden for this collection of information is estimated to average 0.25 hoursper response for registration activittes and 0.25 hours per response br
reregistration and speciaf review activities, including time br reading the instructions and completing the necessaryforms. Send comments regarding the burden or anyother aspect of this coflection of

send the form to this address.

information, inciuding suggestions br reducing the burden to: Director, CPP Information Management Division (2137)4.5. Envipnmental Protection Agency, 401 M Street, S.W, Washington, DC 204€0. Do not_

DATA MATRIX

Date March 5, 2010 EPA Reg. No.iFile Symbo! Page 1 0f 3
86230-E
Applicant's/Registrant Name and Address p
toradoChem, ing, roduct ) ) b
Cira Centre, 12" Fioor, 28262 Arch Strast LC-2010-2 Fipronil for Dogs
Fhiladeiphia, PA 18104-2881
Ingredient Fipronil
Guideline Reference Number Guidsline Study Name MRID Number Submltter Status | Note
QPPTS 830.1550 Product ldantity and Composition This submission LeradoChem, inc. OWN
i . i This submission LoradoChem, Inc.
OPPTS 830.1800 Description of Starting Materlfals OWN
OPPTS 830.1650 Description of Jthe Formulation Process This submission | LoradoChem, inc. OWN
OPPTS 830.1670 Discusston of the Formation of Impurities Thie submission | LoradoChem, Inc. OWN
OPPTS 830.1750 Certified Limits This supmission | LoradoChem, ino. own | S C%F
OPPTS 830.1800 Enforcement Anatytical Method This submission ¢ LoradoChem, inc. OWN
OPPTS B3(.6302 Color Thls submission LoradoChem, inc. OWH
QOPPTS 830.6303 Physical State This submission LoradoCham, inc. OWN
OPPTS B30.6304 Odor . This subrission LoradoChem, Inc. OWN
OPPTS 830.6313 Stabllity (High Temperature stc) This submission LoradoChem, inc. OWN
OPFTS 830.6314 Oxidation/Reducing Action This submission LoradeChern, Inc. OWN
Signeture
. Name and Titie Date
L{_&, AN~ W@Wl lain Weatherston, Senior Regulatory Consuttant March 5, 2010
EPA Form 8570-35 {8-57) Electronic and Paper versions available. Submit onlyPaper version

Agency Internal Use Copy
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Form Approved OMB No, 207(3-0080

401 M Street, 5.W.

WASHINGTON, D.C. 20460

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Paperwork Reduction Act Notice: The Public reporting burden for this collection ofinformation is estimated to average 0.25 heurs per response br registration actlvities and 0.25 hours per response or

rereglstration and special review activities, Including time br reading the instructions and compieting the necessaryfo k . i
information, including suggestions br reducing the burden to; Directar, CPP Information Management _Di\.risic_n (213_?)l_J_.S, Environmental Protection Agency 401 M Street, S.W, Washingtan, DC 20460, Ba not

send the form to this address.

rms. Send comments regarding the burden or anyother aspect of this collection of

DATA MATRIX
Date  March &, 2010 EPA Reg. NoJfFile Symbo) Page Z of 3
88230-E
fgrpalézzn;;srﬂi{?r?ftrant Name and Address Product ‘ '
Cira Centre, 12" Floor, 29282 Arch Street L.C-2010-2 Fipronil for Dogs
Philadelphia, PA 18104-2861
Ingrediant Fipronil
Guidaline Raference Number Guideline Study Name MRID Number Submitter Status | Note
OPPTS 830.6315 Flammability This submisgion LoradoChem, Inc. Wi
OPPTS 830.6316 Explodability This submission LeradeChem, Inc. OWN
OPPTS 830.6317 Storage Stability This submission LoraduChem, [nc. OWN
QPPTS 830.6318 Miscibility This submigsion LeradeChem, inc. OWN
QFPTS 8306320 Corrosion Characteristics This submission LoradoChem, inc, OWN
QPPTS 830.6321 Dialectric Breakdown Voltage This subimission LoradoChem, Inc. OWN
OPPTS 8307000 pH This submissian LoradeChem, Inc. OWN
OPPTS 830.7100 Viscosity This subimisston LoradoChem, Ing. OWN
OPPTS 830.7300 Density, Spacific Gravity This submission LeradeChem, Inc. OWN
Non- Guideline Child Rasistant Packaging— Child Pans! This submission LoradoChem, Inc. PER
Non-Guideline Child Resistant Packaging - Senior Panel This submission LoradoChem, Inc. PER
Non- Guideline Child Resistant Packaging - Child Panel This submission LoradoCham, Ine. PER
Non-Guideline Child Resistant Packaging - Senior Pane| This submission LoradeChem, inc. PER
Non- Guideline Child Resistant Packaging ~ Child Panel This subrmission LoradaChem, inc. PER
Non-Guideline . Child Resistant Packaging - Senior Panei This submission LoradeChem, Inc. PER
Elgnature
Name and Tlile Date

Ul WaeaHuedon

lain Weatharston, Senfor Regulatory Consultant

March 5, 2010

EPA Form 8570-35 {8-97)} Electronic and Paper versions auai!able._ Submit enlyPaper version

Agency internal Use Copy
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Form Approved CMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The Public reporting burden far this collection of information is estimated to average 0.25 hours per response pr registration activites and 0.25 hours per rasponse br
reregistration and special raview activities, including time &r reading the instructions and complating the necessaryforms. Send commants regarding the burden or anyother aspect of this collection of t
information, including suggestions Br reducing the burden to: Director, (PP Information Management Division (2137)U.S. Envionmental Protection Agency, 401 M Street, 5.W, Washington, DC 2046¢. Do nol
send the form to this address.

DATA MATRIX
Date  March 5, 2010 EPA Reg. No/File Symbol Page 3 of 3
86230-E
Applicant's/Registrant Name and Address Product
LoradoChem, Inc. LC-2010-2 Fipronil for Dogs
Cira Centre, 12" Floor, 29292 Arch Street - ' " 'pro: g
Philadelphia, PA 191042831
Ingredient  Flpronil .
Guldeline Reference Nurtber Guideline Study Name _ MR} Number Submitter Status | Note
TOXICITY
OPPTS 870.7200 Companion Animal Safety "CITE-ALL" . See aftached data submitters list PAY
OPPTS 870.1100 Acute Orat Toxlcity "CITE-ALL" See aftached data submitters list PAY
OPPTS 870.1200 Acute Dermal Toxicity *CITE-ALL” Sea attached data submitters list PAY
OFPTS 870.1300 Acute Inhatation Toxicity "CITE-ALL See attached data submitters list PAY
OPPTS 670.2400 Primary Eye Imritation "CITE-ALL" See attached data submitters fist PAY
OFPTS 8§70.2500 Primary Skin Irritafion "CITE-ALL" See attached data submitters list PAY
OPPTS 870.2600 . Skin Sensiiization "CITE-ALL" See attached data submitters fist PAY
PRCDUCT PERFORMANCE
OPPTS 810.3300 Treatments to Control Pasts ofHumans and Pets "CITE-ALL" See attached data submitters list PAY
Signature
Name and Title Date
5’« /L/’:- W "@WM tain Weatherston, Senior Regulatery Consuttant March 5, 2010

“EPA Fo.m 3570-35 1957 Electronic and Paper versions available. SUbm onlyPaper version Agency Internal Use Copy
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LoradoChem, In

March 5, 2010

Ccmpanv &

C

Registeation of LC-2010-2 Fonil for hgSticide Data Submitters Lis.

By Active Chemical Code -Sep 30, 2008 Edition

Companv Address

CHEMICAL CHEMICAL NAME

12971¢

Companv #

Company #
R

Company #
£HED

Company #
T1ELA

Companv #
I
LY

Company #
R

Bonrmolo

acid, d-chlorc-Z-i{ (h-ethowy-

Companv Address
AGRICULTURAL
AUCKER
RM OTUVE
13103

TORE,

SRCDNTTE

I

SLAY

el 9 E & BALGRILGS 1@
iunl K OSTREKT, N
HASEINGTCN, DO 20036

Addrass
RN DE‘\T*?\I_ ZHEPOE
STAEZL, H.

11070, DO ;:-“".’.'

Company
(o) tilelote)e]
S350

WA

Companvy Address
SOULTURAL RELENTRY

AGR

Thax FORIZ

20004

IMGTON, T

Company Address
ANGERDG
OLU HIMMELMAN {
I BTREET, XKW

MNZTON, 30 20005

SrEC

FERIDOE

CHEMICAT CHEMICAL NAME

3.z1

143

Fipronl:

SURL Th

Y-tluaorc{l,

;

TASKE FORIE

S

DIRAMINT,

Page 15 of 37

Data Types
S D: T 1T
EFF | EX? | EXV | FA | ¥EP _FRE OT | PC |RC IC
r Data Types
EFF|EXP|EXU | FA | FEP |FRE l_gT PClRC TC

| | y
i ~ Data Types _

o T r 7T
grr|Exp | Exu| Fa | FEP |FRE OT PC RCjTC
EFFEXP EX | FREJOF | PC RE1TC

S A
| _ _ _bataTypes

T e B ey g
EFF EXP | EXU: FA - FEP |FRE|OT|PC { RC | TC
| i v L 1
Data Types
— - i — =
|[EFF EXP | EXU| FA | FEP |FRE| OT|PC RC| TC
DKE| XU BB FER } RE ‘{ CRC TG
l- i ; LY :
H i i L
bata Types
L
EFF EXP|EXU| FA
l
L
bData Types
o R,
EFF EXP|EXU| FA l FEP |FRE|OT | PC|RC| TC
l | | | T
. | i v
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LoradoChem, Inc.

March &, 2010
Registration of LC-2010-2 Fyaonif for

Company

oo

Company

264

Company
437

Company
IFRZ

Company
THAE

Company

Tnag

Company

S6EE

Company

C3ERZ

Company

A
SAOE

Dgc?ssticide Data Submitters Lis.

By Active Chemical Code -Sep 30, 2608 Edition

# Company Address

SY NN SN
AT
FD 30X 183
SREFNS3E0R0
#
acd

# Company Address

BAYT IR ERNVIRGEM

# Company Address
i BENCETRRR TN,
CEWTER IV

4

# Company Address

BASE CORPCRAT IGN
CULTU=AD PREDTZOTE
. o

11525
ARCH TRIANGLY

AR, N

# Company Address
CEENE T

# Company Address

ol CoBCIUTIONEG,

INTL

WIRBAT
RCX 16506

CWORTH,TK TEIAZ

FPage 16 of 37

Data Types
EFF|EXP|EXU| FA | FEP |FRE|OT |PC RC|TC
! [ ; I
- 1
Data Types
EFF | EXP | EXU | FA| FEP |FRE|OT FC,RC| TC
— ! - - - i
¥ v ‘ v | v J ¥ ¥
. ._ Datalypes = = _|
EFF[EXP'EXUl FA| FEP FRE; OT |PC|RC| TC
v l v | ‘ . ¢
Data Types
| [
EFF!EKP EXU[ FA FEF |FRE|OT PC!RC TC
v | | l k4 | Y
Data Types
T
EFF|EXF EXU, FA FEF |(FRE; OT PC!RC TC
_ I
¥ ; i |
Data Types
— — — —
EFF | EXF EXU; FA FEF |FRE|OT PCIRC T™C
I !
vi|v v i vy
- Data Types —]
EFF|EXP EXU| FA | FEP FRE|OT|PCIRC TC
! | X . : i
I
Data Types
EFF|EXP EXU| FA | FEP FRElOT[PC R | Tc
i | H H
' [ -
o e L. RBFRATYPesS o _
EFF|EXP EXU| FA FEPW;?E[OT[PC R TC
H ] f . K H
¥ - | 1v]
Data Types
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toradoChem, Inc.

March 5, 2010

Registration of LC-2010-2 Fiyronil for

Company #
24240

Company #
£S5331

Company #
BEECT

Company #
TLT754

Company #

TL755

Company #
73342

Company #

TI78

Company #

73880

52

Company #

Ta4ERE

Company #
Tn234

Dlg&sticide Data Submitters Lis.

By Active Chemical Code -Sep 30, 2009 Edition

Company Address

COMZAT TREEIT CCHNTRIDL SYSTIZME
C/C HENKEL CZONSUMER 2005 INC
122 T STREET, N.W., 3ULTE 740

2%, 00 20001

WRSHEIRGT

Company Address
BL LIMIUED
Do FLLITE BLVD,
20058

ZLDG LGC, LoOC

., GR

Company Address
SFRAY DRIFT TRBK &
MUKZNNRE, LONG & ALDRIDGE L1
L9 K OSETRELRT, WW
WESHINGTON, 2C Z0006

Company Address

CUTDDOR RESIDENTIAL EXPDEURE TASX FORC
L3I0 STREET, N.W.

WASEINGTON, DT 20005

Company Address
AGRICULTURAL RZENTRY TASK
330 I STREET, X.W.
WASEINZTON, OC 20305

PCRIE

Company Address
EMBRANDE
Ila /2w

A SUITE
SALEM, VA 24153

Company Address
IRNCGVATIVE PESZT
PO 2o BEGzLlE
BOCH RATON, P

CONTROL

FRIDTTTE

3134588

Company Address

TIFRML ENDANGERED SPECIES TA
/0 BARDLD EIMMELMAN (RBEV
Z3E0 I STREZT, NW
WASHINGTCN, UZ 20C0GS

FORCE, -

Company Address
REZIDENTIAL ZX¥RCEURE
] IYTE SIREZT, MW,
WMASHINGTON, DO 22006

JCOINT
SUITE

VENTSREE
300

{R%

Company Address

AGRICULTURAL EANIIERS EMPCSETRE TREK PO
D BCX L@

WEBTDN, MO

53002

RISGEZ & DIAMCHD

Page 17 of 37

] — :
l_gf_'F]Exp]Ext_:[, FA | FEP |FRE or]Pcch TC
Data Types
7 T
EFF‘EXP EXU! FA | FEP |FRE|OT|BCIRC|TC
YooY |y v E ¥
Data Types
grrizxpjzxui FA | FEP |FRE|OT|PC|RC|TC
| : ~
e |
Data Types
I I i
EFFEEKP]EXUE FA | FEP |FRE|OT |PC[RC|TC
1] ]
Data Types
EFFEEXP|EXUJ FA | FEP |FRE|OT PciRC TC
[ i ¥ |
Data Types
: T T N
EFF[EXP:EXU: FA | FEP |FRE|OT |BC(RC|TC
Data Types
' | - A e S -
EFFEXP Exul ¥A | FEP |FRE OT[PCIRC|TC
i : : ]
B I Ll |y

Data Types
EFF;EXP}EXU} FA | FEP [FRE OTT;C RC:TC
. o 1]
Data Types
EFF;EXP!EXUJ FA | FEP [FRE orfpc RC|E‘I‘C
L r e
Data Types
EFF!EXP|EJ{UI FA : FEP 2méoz‘§9c re ! zc
bl [
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‘LoradoChem, inc.
March 5, 2010
Registration of LC-2010-2 FJ},; onil for

By Active Chemical Code -Sep 30, 2009 Edition

Dg&sticide Data Submitters Lis\ Page 18 of 37

T

; IIRE
Company # Company Address zrr|Exe | Exv | Fa | FEp {¥Re|oT|2C RC| TC
£255¢ BIE CORFORATION. ~—~———|~ e B L R e

» ROAZ, SUITE ZJ3 WEST | |

Company # Company Address
72389 TIFRA ENXDANGERED SPECITS TASK S L S ]
C/C HARCLD EIMM EFF.EXP;EXU| FA | FEP 'FRE|OT |PC|RC TC
135C I STXEZET, NW | . :
WASHINETON, DO 20003 ; i 5 vl g
Company # Company Address
74885 FESIDENTIAL EXPCEURE VENTURE (RE DatalTYPes_ i
9GG 37TH STREET, W, 304 znlzxplzxu- FA | FEP [FRE, OT|PC|RC|TC
WASKINSTON, DO 25006 —— : : i
L il :
Company # Company Address
81320 ACTINIC INC. : IData‘Tﬂ’es: :
7210 CESSMA DRIVE EFF|EXP |EXU | FA | FEP FRE|OT PCJRCE TC
GREENSBCRO, ¥C 27409 i ] | |_ | ]
| : e Ly
CEEMICAL CHEMICAL NAME
10B4G2 S-HMethoprene
Company # Company Address
1257 ASY ALLIANCE NUTRITION, INC. Data_Typesl S
QUINCY, 11 £2305 : i . ; 1
| RN
Company # Company Address
2517 SERCEANT'S PET CARE PROLUCTS, INC. : Data Types :
2625 SOUTH 1567H PLAYA EFF|EXP|EXU| FA | FEP |FRE|OT |PC|RCITC
CWpER ,NE 6BZ 30 ] ] -
Y ; Y ¥
Company # Company Address Data T
2536 THE HARTZ MOUNTAIN CORE. I 2 al YPES
ATTH:  RCSERT RISENWASSER EFFiExP|Exu! FA | FEP ‘FRE|OT|Pc|RC| TC
437 PLAZA DRIVE | - l i
SETAUCUS, NS 07004 ¥ ( i ] 4 X
Company # Company Address
2774 #ZLLMARK INTERNATICHAL Data Types | |
1201 E. wOODIIZLD ROAD, =t EFF EKPlExU FA | FEP [FR.E oT!ec|RC| TC
CHADMBURS, IL 63173 ; g . 1
N L Ll
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tLoragdoChem, Inc.
March &, 2010
Reg|snrat|m of LC-2010-2 Fpronil for Do

By Active Chemical Code -Sep 30, 2009 Edition

&StIClde Data Submitters Lis. Page 19 of 37

Company # Company bhddress
4008 G OHAT T
ATTN:

c

Data Types

VG MG BRGOZATCRY A

EFF EXP‘EXU‘ ra | FEp |FRB| o7 |Pc|RC TC

ol

Company # Company Address

ZORES Data Types
F ACCITY SPECIRITY BRODOCTS O lgrp|exe|zxu| #a | smp |m|om|pc RC | TC
INDUSTRIAL 20ULEVARS : =]
30318 S B L L L
Company # Company Address
S3EED CONTRGL S0LUTICHNE, THO. — Data TYPeSI —
FH03 BENCASRLE BIURY EFF|EXP EXU' FA | FEP 'FRE OT BC|RC|TC
TRSADENA, TX TIL0T , : - e :
i | ; R B

Company # Company Address

£3823 MANAZEMENT CONTRATT SRRV s I [Data Typesl — :
PG LCX 5209 EFF|EXP EXU FA | FEP 'FRE OT PC|Rc|TC
VALDOSTA, SR 3160 i | : I 1 |
v ' | ; by Ly LY
Company # Company Address D ta T
R . ata Types
£33 ZIMITED S : ] n — —
GIos 500, “0C 1063 EFF|EXP EXU; FA | FEF . FRE OT PC|RC|TC
: —
oy | [ ’- y
Company # Company Address
EREDLT SPRAY BK1PT TASK 2ORCH , bata TYPES| — !
M-S Z SN,  ALDRIDCE Lo2 EFF | EXP EXUI FA | FEP 'FRE OT PC|RC|TC
1900 K e , l_ T
WADHINGTIN, 20 20008 | ! Ly | [
Company # Company Address
£9552 KK CORPORATION S Data TYPeS| .
1601 LAST wOCLE! RGAZ, SUIIE 207 WEAT EFF| ExP EXUI Fa | FEP |FRE 0T|PC|RC e
GUADMELT P 3 I | ! ‘ | L ]
. . . :
| - i ¥

Company # Company Address

o062 SARGLNA R1OENY IRONMENTAL CHNTRY LT Data Types

S | i
EFF‘EXP EXU FA FEF FREiOT PC[RC‘TC

IR ]

el

Company # Company Addrass

$47 FIARIACEUTICALS PUBLIC LIMITED oo IDatE‘ Types
50 g REET, M.w., SUITE 1000 EFF EXP EXU  FA | FEP |FRE|OT |PC "Rc| TC
ILNETCH, 2T 20CEe e g S I S B
\ o] ]
Company # Com‘panv Address
— Data Types
Fauian | | I | T |
EFF EXP | EXU| FA ' FEP FRE|OT . PC ‘_RC TC
v ‘ | v [ Py
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LoradoChem, Inc
March 5, 2010
Registration of LC-2010-2 Fi.onil for

Dg&sticide Data Submitfers Lis\

By Active Chemical Code -Sep 30, 2009 Edition

Company # Company Address

73342 EMBRANDES
218 1/2 Z2ST MAIN ZTREET,
SALEM, VA 24153

Company # Company Address

73510 MARKETZJEST INC.
118 1/2 & MAIN ST, SUITE ]
ELIEM, VR 24153

Company # Company Address

T403E AMZ0 CORPORATION
3330 NOYAZ RCGAD, BUILLING
SAG HARBOR, MYy 1193

Company # Company Address

745848 RESIDENTIZL EXPCOSURE JOINT
300 17TH STREET, MWW, SUITE
WASHINGTON, Do 20006

Company # Company Address

75323 EZE EIOTECH LLC
1501 EAST WOCDFIELZD ROAZ,
SCHATMURG, IL GO173

Company # Company Address

BZ1:2 ZCOCOR INCORFPORATELD
1001 G STREET, N.W., 3JITE
WASHINGTON, DC 20001

CHEMICAL CHEMICAL NAME
105403 Trypsin Modulating Ocstavic Facteor

Company # Company Address

74411 INSECT BIOTECENOLCGY,
PO BOX 2313
CHAPEL HILL, N

TN,

27515

CHEMICAL CHEMICAL NAME

105501 Tebuthiuron

SUITE 1

I

YERTUEREE

300

200

STITE

500 WEST

[TMOE)

[EE

WEST

Page 20 of 37

L_ Data Types
--—\_,-l T
EFF|EXP|EXU | FA | FEP |FRE|OT |PC RC|TC
|
i ¥ |
Data Types
T T T
EFF EXPIEXU Ehl FEF |FRE|QT | PC|RC| TC
I { T
¥ i l v
Data Types
| |
EFF|EXP | EXU| FA | FEP |FRE)OT |PC RC| TC
L | 1]
] | ¥
Data Types
EFF|EXP |EXU| FA | FEP LEREJOT PC’RC TC
| 1.l ]
Data Types L
EFF‘EXP EXU | FA | FEP |FRE|QT |PC|RC | TC
by . VoY
Data Types n .
EFF{EXP |EXU| FA | FEP |FRE|OQT |PC|RC| TC
Data Types
EFF EXP!EXU FA ]EEP [FRE oT PC[RC TC
| | [elel [ ]s
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Form Approved OMB Na, 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Faperwork Reduction Act Notice: The Public reporting burden for this collection ofinformation is estimated to average 0.25 hoursper response for regisiration activities and .25 hours per response ér
reregistratian and special review activities, including time Br reading the instructions and completing the necessaryforms, Send comments regarding the burden or anyother aspact of this collection of

information, including suggestions fr reducing the burden to: Director, CPP Informatian Management Divisian (2137)U.5. Envionmental Protection Agency, 401 M Street, S.W., Washington, DG 20480, Do not
send the form to this address. :

DATA MATRIX
Oate March §, 2010 EPA Reg. No./Fite Symbol Page 1 0f 3
88230-E
Applicant's/Registrant Name and Address
LorageChem, Inc. Prodyct ] )
Gira Centre, 12" Floor, 29252 Arch Streat LC-2010-2 Fipronil for Dogs
Philadelphia, PA 181042851
Ingredfent Fipronil
Guideline Referance Number Guidaling Study Name MRID Number Submitter Status | Note
LoradoChem, [ne.
oradoChem, [nc CWN
LoradgChem, Ine.
o~nem, OWN
LoradoChem, fne. OWN
LoradoChem, ine. OWN .
LoradoChem, ne. OWN See C5F
LoradoChem, Inc. OwWN
LoradoChem, fnc. CWWN
LoradaChem, Inc. COWN
LoradoChermn, Inc.
0 em, [nc OWN
LoradaChem, Inc. CYVN
LoradeChem, Inc. CWiN
; Name and Tifle Data
d@/\/]/\ éwwpﬁqr’\ lain Weatherston, Senior Regulatory Consultant March 5, 2010

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submtt onlyPaper version Agency Intermal Use Copy

sBo( 1o} luos™ 4 2-0L02-0T40 uonensiBay

i€ 40 g abed

glog ‘s uten
Ul ayncpedo



6¢¢

Form Approved OME No, 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W. :
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notlce: The Public reperting burden for this collsction of information s estimated to average 0.25 hours per response br registration activities and 0.25 hours per response br
reregistration and special review activites, including time br reading the instructions and completing the nacessaryforms. Send cemments regarding the burden or anyother aspect of this coilection of
information, including suggestions br reducing the burden ta: Director, CPP information Management Division (213718, Ervironmental Protection Agency, 401 M Strest, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date  Maich 5, 2010 EPA Reg. No./File Symbol | Page 2 of 3
’ 86230-E

Applicant's/Registrart Name and Address Product

LoragdoChem, Inc. . ;

Cira Gentre, 12* Floor, 29292 Arch Street LC-2010-2 Fipronil for Dogs

Philadaiphia, PA 19104-28581

Ingrodient  Fipronii

Guideline Refarence Number Guldeline Study Name MRID Number Submitter Status | Note
LoradoChetn, Inc. OWN
LoradoChem, Ing, OWN
LoradeChem, Inc. OWN
LoradoCher, fne. OWHN
LoradoGhem, inc. ) CWIN
LoradeChern, Inc. OWN

bk PR LoradoGhem, Inc. OWN

LoradoChem, Inc. CWN
LoradoChem, Inc. OWN
LoradeChermn, inc. ‘PER
LoradoChem, inc. PER
LoradeChern, Inc. PER
LoradoChem, inc. PER
LoradeChem, inc. PER
LoradoChem, inc. PER

Signatu

gnatiire Name and Title Date
</( M me lain Weatherston, Senior Regulatory Consultant March 5, 2010
EPA Form 8570-35 (3-67) Electronfe and Paper versions avallabie. Submit onlyPaper version Agency internal Use Capry
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The Public reporting burden for this collection ofinformation is estimated to average 0.25 hours per response 6r registration activities and 0.25 hours per response br
reregistration and special review activities, including time br reading the instructions and completing the necessaryforms. Send comments regarding the burden or anyother aspect of this collection of
information, including suggestions fr reducing the burden to; Director, OPP Information Management Division (2137)U.S. Envionmental Protection Agency, 401 M Street, S.W, Washington, DG 20460, Do not
send the form to this address.

DATA MATRIX
Date March 5, 2010 EPA Reg. No./File Symho! Page 3 of 3
86230-E
Applicant's/Registrant Name and Address
LoradoChem, Inc, Product .
Cira Centre, 12" Floor, 29292 Arch Street LC-2010-2 Fipronit for Dogs
Philadelphia, PA 19104-2891 :
Ingredient  Fipronil
Guidetine Reference Number Guldeline Study Name - MRIB Numbar Submitter Status | Note
See attached data submitters list PAY
See attached data submitters list PAY
See attached data submitters fist PAY
See attached data submitters list PAY
See attached data submitters list PAY
See attached data submitters Iist PAY
See attached data submitters [ist FAY
See attached data subrnitters list PAY
Signature j _
. Name and Title Date
‘&MA/V\ WM/&WV\ lain Weatharston, Senior Regulatory Consultant March &, 2010

EPA Form 8570-35 (9-97} Electronic and Paper versions availabla. Submit onlyPaper version Agency Internal Use Copy.
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LaradoChem Inc.
November 30, 2010
Registration of LC-2010-2; Fipronil for Dogs

*Confidential Statement of Formula may be entitled to confidential treatment™®
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*Confidential Statement of Formula may be entitled to confidential treatment*
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LoradoChem Inc.
November 30, 2010
Registration of LC-2010-2; Fipronil for Dogs
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